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.Minutes of Meeting Held April 24, 2001 

Company: ETI, H20, Inc. 

Products: 

Route 14 
Box 1517 
Lake_ City, FL 32024 

Axen I 
EPA File Symbol 72977-E 

Axenohl 
EPA File Symbol 72977-R 

Attendees: Company representatives: Andrew B. Arata, Mitch Cohen, and 
Edwin A. Woolson and Henry Jacoby consultants. 

EPA representatives: Nancy Whyte, Alex Traska, Martha Terry, and 
Marshall Swindell 

The meeting centered on the deficiencies noted in the last agency letter to the company for 
both products (an EPA letter dated 3/15 /01). 

1. After significant discussion of the applications and the preliminary efficacy data on citric 
acid, it was determined that citric acid will be declared as an active ingredient. The preliminary 
data showed that citric acid did show from a 42% - 64% reduction of microorganisms in the 
percent reduction test conducted by the company (this data was submitted for informational 
purposes only, and was not officially reviewed by EPA, nor received a MRID number). 

2. The company is using the Selective method of support and will submit a new "Certification 
With Respect to Citation of Data Fonn" listing both silver and citric acid as the active 
ingredients. 

3. The company will submit a new data matrix for each product formulation, for technical 
silver and for technical citric acid. A registration standard has been issued for both silver and 
citric acid. Most of the data in both standards have been waived or satisfied by use of public 
literature data. 

4. The company will submit a "Ce1iificate of Analysis," and a Material Safety Data Sheet (if 
available) for the technical,sjlver .and ... citric acid. 

.. . ·. ':. . 
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Page 2 

5. The company has submitted five acceptable acute toxicity data on the Axenohl (0.24% 
silver, and 20% citric acid formula); however, no acute inhalation study or data waiver req~est 
has been submitted. The company will submit a waiver request for the inhalation data 
requirement after discussing the content of the waiver with AD's toxicologist.[consult with 

. Wallace to see ifthe data on the Axenolzl can be used for the Ax en formula??? I 

6. The efficacy use dilution study (MRJD# 45016906) will be placed into review ASAP . 
. Nancy Whyte indicated that she would be will to conduct the review if the package is assigved to 

her. The data on Enterococcus which was previously reviewed and found to be unacceptable will 
not be used for these products. 

7. The company will submit a new Confidential Statement of Formula form for each product 
declaring citric acid as an active ingredient. 

8. The company will submit new labeling for each product. The new labeling will drop all 
virucidal claims; declare citric acid as an active ingredient; include appropriate First Aid 
instructions in accordance with PR Notice 2001-1; delete any reference to use of the product on 
textiles or other surfaces which are not environmental, hard and nonporous in nature .. 

9. The company will submit a letter designating Henry Jacoby as their new agent. 

For any questions 9r inquiries, please contact Martha Terry at 703-308-6217 or 
Marshall Swindell at 703-308-6341. 
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·CODING FORM. FOR APPLTCATIONS FOR REGISTRATION/A..MENDMENTS 

FILE SYMBOL/REG NO. i ;;L 'J7~-2.""'?1-1 _3 :J 

DESCRIPTOR . ~ 

<_s. ~ 
ACTION CODE_~ ___ ~ 

FQ.PA_)( NFQPA __ 

[ ) CHILD RESISTAhTT PACKAGING: REQUIRED NOT REQUIRED 

REGISTRATION TYPE: CONDITIONAL [ ) UNCONDITIONAL ) RESTRICTED USE 

DATE ON APPLICATION EPA RECEIVE DATE PM RECEIVE DATE 

2__;_? __ 1 S2..!;L 213 ;_!?__Y 3;.3;_Q_y 

METHOD OF SUPPORT FORMULATORS EXEMPTION 

CITE-ALL 
NOT SUBMITTED 

) SELECTIVE 
] N/A. 

SUBMITTED 

N/A 

REVIEW (S) REQ~STED .DATA 
PACK# 

DATE 
SENT 

CHEMISTRY _______ ] [ ____ _ ) [ 

EFFICACY _______ ) [ ____ _ J r 

ACUTE TOX. ______ ] [ ____ _ J r 

RASSB TOX. ______ ] [ ____ _ J [ 

ENVIRON. FATE. _______ ] [ __ ____:. __ J [ . 

FISH/WILDLIFE _______ ] [ ____ _ ) [ 

OTHER: __________ ) [ ____ _ ) [ 

DUE 
DATE 

' 

) NOT SUBMITTED 

DATE 
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).[ 
• 

J [ 

J [ 

J r 

J r 

J [ 

J r 

STATUS ___________ ~----------------------

RESPONSE CODE ____ .!../--J.1_ RESPONSE DATE 
MAR 3 a ZG04 /1 
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UHJTED'ST.A TES ENViRONMENT J.l PROTECTION AGENCY 

Dolana Blount 
ETI 
1725 Gillespie Way 
El Cahon, CA 92020 

Sul:>ject: EPA Reg. No. 72977-2 
Ax en 
Notification Dated 3/2/04 

The notification referred to above, suqmitted in comection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, to expand and clarify the 
current pre-cleaning statement, "Surfaces that are heavily .soi,ed with organic matter must be pre
cleaned prior to using this product", to the foli'o~ng, "Prio; to application, thoroughly clean all 

. surfaces to be treated with an acceptable cleaner or detergent", is acceptable. · 

Your notification has been made a part of the permanent t:ecords for this file. 

·' 

If you have any questions about the comments in this letter, please feel free to contact Tony Kish 
at 703-308-9443, or myself at 703-308-6341. · 

.: 

Sincerely, ..,._ ,.p' 

·~;v. 
M'arsh 

-·r 
Swindel: l 

Produ Manager Team 33, 
Regulatory Management Branch I 
Antimicrobials Division (751 OC) 

( 
I 

I I 
·-·~ 

SYMBOL ·~ J I J I ~- --
• , C e>COI:-t;GV"O::ut..:."'~ \..,....__.;.\0_,_,.,'-'loolloi~"'"'[ .,-........... -·r e eeeee•o-e•eeeee e................... • .... 

SURNAME .. -·········----·-~ .......... ~<r·<O-~J·· oc I ····-·--
CAT£ • ~ ................................... r············--··T····-.-ere•oo•••r«·•o_·······-ococo'T"~'··--·····--·· ·---········- . 

OFFICIAL FILE .COf . EPA Form 1~1A (1190) 
., 1 e· n.--:,___ e.-....:- ~· ·- - ---

--.-,.··----~ .. ----- ..... 



Front Panel 
Ax en 
EPA File Symbol 72977-2 
revision March 10, 2004 

Stabilized Ionic Silver 
Hard Surface Disinfectant 

Active Ingredient 
Silver*· 
Citric Acid 

Other Ingredients 

. 0.0012% 
4.8400% 

95.1588% 
Total 100.0000% 

* Electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

EPA REG. No. 72977-2 EPA EST. No. xxxxx-x-xx 
Manufactured by ETI H20, 

Net Vol. XX oz. 

1725 Gillespie Way 
El Cajon, CA 92020 

/ 
'· 



Back Panel · 
A..xen 
EPA File Symbol 72977-2 
Revised March 10, 2004 

AXEN® Disinfectant Pump Spray kills bacteria on environmental 
hard surfaces (painted, glazed tile, plas~ic, metal, glass, 
glazed porcelain) in your home and public places. It eliminates 
odors on hard nonporous surfaces that you come in contact with 

everyday. Use AXEN® Disinfectant Pump Spray: 

In empty garbage cans 
In pet areas 
In sick rooms 
Under sinks 

In diaper pails 
In empty hampers 
On doorknobs 
In bathrooms 

Fast/Easy/Effective: AXEN® Disinfectant is effective against 
Salmonella chloeraesuis, Staphylococcus aureus, and Pseudomonas 
aeruginosa organisms. Use anywhere in the home, public places, 
or boats and vehicles where there are finished surfaces (painted, 
glazed tile, plastic, metal, glass, glazed porcelain). These 
incltide areas such as the laundry room, recreation room, kitchen, 
bedrooms, closets, bathroom, attic and work areas. Interiors of 
boats and recreational vehicles, AXEN® Disinfectant can be used 
in such areas as the bathroom, kitchen and anywhere ~here is a 
finished surfaces. AXEN® Disinfectant can be used to 
disinfectant recycling bins, diaper pails, garbage cans and other 
hard surface containers. 

Directions for Use 

It is a violation of Federal Law to use this product in a manner 
inconsistent with its labeling 

~~912.r:;~~:q~iltr+·~-.s~~:fe#".t/~:t:l]9.#~~119?.+x;f§{~-~~~7~~r~Yffiu:r.~g~§Efq:~!f.~~~.IE.~~i1~·e 
~#&!i~@:ft~g£~P:f?)~:fb:¢.L~~f~~ii£9ii~<;i$.:,t~1:ge.p&i; For disinfecting, the 
surface must be completely wet with AXEN® Disinfectant for 10 
minutes. The surface may then be wiped dry with a clean unused 
towel. 

STORAGE AND DISPOSAL 

Storage Do not contaminate water, food or feed by storage or 
disposal. 

Disposal Do not reuse container. Rinse thoroughly before 
discarding in trash or recycling. 

r ' •. 
·~ ... -· 



-1c 11 $tt u 11Jd irn;tructiom on re·v~tne /uofore comef.eri!:!:l. form. Form A~agroved. OMB No. ZC70-0060 Aoorovel oxoires 2-28-95 

United States ~Registration I OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, OC 20460 Other I . 

Application for Pesticide - Section I 

I. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

72977-2 Marshall Swindell E) None 0 Restricted 

4. Company/Product {Name) PMI 

Ax en 33 

5. Name and A~dress of Applicant (Include ZIP Coda) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 

ETIH20 (bl(il, my product is similar or identical in composition and labeling 

· 1725 Gillespie Way 
·to: 

I El Cajon CA 92020 
EPA Reg. No. 

0 Check if this is a new address Product Name 

Section - II 

D Amendment- Explain below. u Final printed labels in repsonse to 
Agency lener dated 

J Resubmission in response to Agency letter dated 0 "Me Too" Application. 

0 Notification- Explain below. 0 Other - Explain below. 

Explanation: Use additional pege(s) if necessary. (For section I end Section II.) 

Notification of Other Labeling Revisions per PR Notice 98-10. 
This.notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at40 CFR 152.46. and no o'ther changes have been made to the 
labeling or the confidential statement of formula of this product. I understand that it is a violation of 18 U.S. C. Sec. 1001 to willfully make any false statement to 
EPA. I further understand that if this notification is not consistent_with the terms of PR Notice 98" 0 and 40 CFR 152.46, this product may be in violation of 
FIFRA and I may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA 

Section - Ill 

1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container fa Yes ~Yes [a Yes ~Mo"l Plastic 
No No No Glass 

~ertification must 
II "Yes" No. per II "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other !Specify) 

uti submittfHi 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container I 5gtion of Label Oirections 

~' Lebel U Container 4--32 oz.; 1 - 220 gallon 

6. Manner in Which Label is Affi)(ad to Product ~Uthograph 0 Other 
Paper ftlued 
Stenci ed 

Section- IV 

1. Contact Point (Complete items directly bslow for identification of individual to btl contactt~d, if necessary, to process this application./ 

Name Title Telephone Nu. lhoch•da Area Code) 

Dolana Blount Regulatory Director 619-596-8600 Ext 105 

Certification 6. Date Application 
' Received I certify that the statements I have mede on this form and all enachments thereto are true, accurate and complete. 

I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment or (Stamperl) 
both under applicable law. ' ,.. 

- -- . "' 

~~rJ$~ 
3. Title 

~r Regulatory Director I 
I 

I 
4. Ty;;d Neme "" 

I 
-

5. Dst6 

Dolana Blount fJ1ttvU1 'tj 'UJV 4---
- - .. --- --- . -. . 

EPA Form 8570-i (Rev. 3-941 PreVIous edotoons are obsolete . Whito - EPA File Copy (origlnGI) Yenow- Applicant Copy 



front Panel 
Ax en 
EPA rile Symbol 72977-2 
revision March 2, 2004 

.AXEN® 
Stabilized Ionic Silver 

Hard Surface Disinfectant 

Active Ingredient 
Silver* · 
Citric Acid 

Other Ingredients 

0.0012% 
4.8400% 

95.1588% 
Total 100.0000% 

* Electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

EPA REG. No. 72977-2 EPA EST. No. xxxxx-x-xx 
Manufactured by ETI H20, 

Net Vol. XX oz. 

• •• ! ·.,.. 

1725 Gillespie Way 
El Cajon, CA 92020 

. ' •I 
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Back Panel 
A:-:en 
EPA File Symbol 72977-2 
Revised March 2, 2004 

AXEN® Disinfectant Pump Spray kills bacteria on environmental 
hard surfaces (painted, glazed tile, plastic, metal, glass, 
glazed.porcelain) in your home and public places. It eliminates 
odors on hard nonporous surfaces that you come in contact with 

everyday. Use AXEN® Disinfectant Pump Spray: 

In empty garbage cans In ?iaper pails 
In pet areas In empty hampers 
In sick rooms On doorknobs 
Under sinks In bathrooms 

Fast/Easy/Effective: AXEN® Disinfectant is .effective against 
Salmonella chloeraesuis, Staphylococcus aureus, and Pseudomonas 
aeruginosa organisms. Use anywhere in the home, public places, 
or boats and vehicles where there are finished surfaces (painted, 
glazed tile, plastic, metal, glass, glazed porcelain). These 
include areas such as the laundry room, recreation room, kitchen, 
bedrooms, closets, bathroom, attic and work areas. Interiors of 
boats and recreational vehicles, AXEN® Disinfectant can be used 
in such areas as the bathroom, kitchen and anywhere there is a 
finished surfaces. AXEN® Disinfectant can be used to 
di~infectant recycling bins, diaper pails, garbage cans and other 
hard surface containers. 

Directions for Use 

It {s a violation of Federal Law to use this product in a manner 
inconsistent with its labeling 

Prior to application, thoroughly clean all surfaces to be 
treated. For disinfecting, the surface must be completely wet 
with AXEN® Disinfectant for 10 minutes. The surface may then be 
wiped dry with a clean unused towel. 

STORAGE AND DISPOSAL 

Storage Do not contaminate water, food or feed by storage or 
disposal. 

Disposal • Do not reuse container. Rinse thoroughly before 
discarding in trash or recycling . 

.. ~ 
'II : • -.,.. 
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Dolana Blount To: Tony Kish/DC/USEP.l\/US@EPA 
< dblount@imspwe.co cc: rhhanson@bresnan.net 
m> Subject: EPA.Reg/t 72977-2 · 

03/1 0/04 03:03 PM 

March I 0, 2004 

Re: Axen, EPA Reg# 72977-2 
Notification of other labeling revisions per PR Notice 98-10 

Mr. Kish: 

Attached per our conversation today is the revised label for our product Ax en (EPA Reg# 
72977-2). Please replace the label dated March 2, 2004 with the attached label dated March I 0, 
2004. As requested, I have highlighted the revised pre-cleaning instructions. 

Thank you for your assistance. If you need any further information, please contact me directly. 

Best Regards, 
Do lana 

<?xml:namespace prefix= stl ns = "urn:schemas-microsoft-com:office:smarttags" />Dolana 
Blount 
ETIH20 
DBlount@imspure.com 
619.596.8600, ext. 105 

********************************************************************** 

This message is intended for the sole use of the intended recipient. The message 
and any files transmitted with it may contain material that is confidential and/or 
legally privileged. Any review, reliance or distribution by others or forwarding 
without express permission is strictly prohibited. If you are not the intended 
recipient, please contact the sender and delete all copies and attachments. 

*********************************************************************** 

~ 
~ 

031004 Modified Axen Label forE 

• 'f_ 
/ . 
. '"· 



March 2, 2004 

Document Processing Desk (NOT! F) 
Office of Pesticide Programs (7504() 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 jefferson Davis Highway 
Arlington, VA 22202-4501 

Attention: Marshall Swindell (PM 33) 

Re:' Axen, EPA Reg. No. 72977-2 
Notification of other labeling revisions per PR Notice 98-10 

Dear Mr. Swindell: 

As referenced above, we are notifying for clarification of pre-cleaning instructions for 
"Axen". Upon revievv of our label by the California Department of Pesticide Registration, we were 
informed that CDPR did not feel our pre-cleaning statement was not clear for the user. vVe are 
making this revision in an effort to more clearly instruct the user of this product of the pre-cleaning 
step and to satisfy the CDPR for registration purposes. This submission is in full compliance with the 
notification procedure as identified in PR Notice 98-1 0. 

As required by PR Notice 98-10 for notifications for other labeling revisions, enclosed please 
find the following: 

1. Application Form 8570-1, including the PR Notice 98-10 Certification Statement· 
2. One copy of the product labeling with the changes highlighted. 

Please let me know if you have any questions about the enclosed items. 

~~~rtr;;&tr 
~ount 
Regulatory Director 

1725 Gillespie Way • El Cajon, CA. 97020 • te!ephone 619-596--8600 ., facsimile 619· 596-8700 



., 

.( 

.. 

h-~-c:UJO) 

U.S. ENVIRONMENTAL PROTECTiON AGENCY 
Olf•cc of Pesticide Programs 

Rcciwation Division (H7505C} 
401 "M" St.. S.W. 

Washing~on, D.C. 20<l60 

NOTICE OF PESTICIDE: 
_x_ Registration 
_ Reregistration 

(under FIFRA, as amended) 

· Name and Addlcss of Registrant (include ZlP Code): 

ETI H20 
Route 14, Box 1517· 
Lake City, FL 32054 

EPA R~ Number: 
Date ofiS$1Ullcc: 

72977-2 
JUN 2 6 2001 

I 

Term ofh.suancc: Conditional 

Name of Pesticide Product: 

Ax en 

Nott: Owlg~ in labeling differing in substance from thai aeeepltld in (Qiulection· ~iili)i\i~~~oil mllll be S)lbmittcd 10 an;i. ~cuptci by tbc fk8i.stntioa 
Division prior to use of the label in commerce. In any ·co~ oil this ~OC!iiCt a.!-~~:·~tcif~'tbc ~EPA rcgistntiou P.timba". 

. . . .... · .. · .. ·:.· ·.·:- -·:..· . 

On the ba.sis of information furnished by the registrant. the above named J:esticide is hereby registeredlreretintred u.'lder the Fede..Jinsecticidc, Fungicide 2nd 
Rodenticide Act. 

Rcgistnnion is in no way to be construed a.s an endorsement or recommendation of this product by the Ar~·. In order to protect health and the en,ironmc=~ the 
Administrator, on his motion. may 11 any time suspend or cancel the registration of a pcS1icide in accord!.l>:e with the AcL The acccpW>CC of any rwr.e in c-,,nnection 
"ith the re~istration of. a product under this Atl is not 10 be construed a.s giving the registrant a right to exci•.11ive use c-f the name or to iu usc if it ha.! been <;.'\"tred by 
oth:rs. 

This product is conditionally registered in accordance \\ith FIFRA sec. 3(c)(7){A) pro,·ided 
that you: 

J. Submit and/or cite all data required for registration/ reregistration of your product W1der 
FIFRA sec. 3(c)(5) when the Agency requires all registrants of similar products to submit such data; 
and submit acceptable responses required for reregistration of your product under FIFRA section 4'. 

2. Make the following label changes: 

a. Revise the EPA Registration Number to read, "EPA Reg. No. "72977-2". 

~=:~:~~~::::~;:·PM 33 YH{tttt;,d#' 
Regulatory Management Branch 1 
Antimicrobial Division (751 OC) 

.-'"': 

EPA Form 8570-0 

Date: 

JUN 2. 6 2001 

I 
i 
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Page 2 
EPA Registration No. 72977-2 

b. Submit two copies of the revised final printed label for the records. 

If these conditions are not complied with~ the registration will be subject to cancellation in 
accordance with FIFRA sec. 6(e). Your rele_ase for shipment of the product constitutes 
acceptance of these conditions. 

A stamped copy of the label is enclosed for your records. 

If you have any questions concerning this lener, please contact Martha Terry at (703) 308-
6217. . 

Enclosure 

. ,. 

Sincerely, 

Marshall Swindell 
ProductManager33 
Regulatory Management Branch 1 
Antimicrobial Division (751 OC) 
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Garrison Dental Solutions 
Attn: Kevin Walburg 
11 ODeWitt Lane 
Spring Lake, Ml 49456 

Dear Mr. \Nalburg: 

INNOV,D... TI\IE 

tv\EDICAL 
SERVICES 

This letter is in response to your offer to pay for the use oi our data to support the 
registration of your H2ProT product with the US EPA. 

As a matter of policy, ETI H20, a division of Innovative Medical Services, does not 
permit the use of data submitted to the US EPA in support of a registration, but will 
consider an offer of compensation for data that is not considered Confidential 
Business Information. 

Our data was not generated specifically for silver. All data generated was on the 
formulated products containing ionic silver as one active ingredient. 

ETI H20 is the original ~ata submitter· for the technical grade product Axenohl 
(72977-1) and the formulated end use product Axen (72977-2); thus, the "exclusive 
use" provisions under FIFRA section 3 (c) (1) (F) protect this data. 

ETI H20 believes that OUR product specific data iS inappropriate for support of 
your product; however, if you feel· the data may be useful, please contact me for 
further discussion. 

Without additional correspondence, Innovative Medical Services withholds 
permission for the use of our data under the "exclusive use" provisions of FIFRA·. 

Please contact Do lana Blount at 619-596-8600 ext. 105 if you wish to discuss. 

Sincerely, 

~TI~l SERVICES 

Gene Auerbach 
Chief Operating Officer 

Cc: Marshall SwindeH,~PM33: .... 
US EPA, Regulatory Management Branch 
Antimicrobial o;vision (7~1CC) 

1725 Gillespie Way • El Cajon, Caliiornia 92020 • voice (619) 596-9900 • lac!imilr (619) 596-8700 
www. imspure.com 
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UNITED STATES £NVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

June 24'h, 2002 

OFFICE Of 
PREVENTION, PESTIC!DtS 

Jl.tlD TOXIC SU3STANCE:S 

I, Marshall Swindell, Product Manager 33, Regulatory Management Branch I, Antimicrobials 
Division, Office of Pesticide Programs, Office of Prevention, Pesticides, and Toxic Substances, 
United States Environmental Protection Agency (EPA), certify that the pesticide product listed 

. below is, as of the date of this letter,- a registered product under the Federal Insecticide, 
Fungicide, and Rodenticide Act(FIFR.A), as amended, and that as such, the product may be sold 
and marketed in the United States of America, as authorized and limited by FIFR.A. A true and 
correct copy of the products label(s) approved by EPA is (are) attached and should acc01ppany 
this letter. 

Registration of this product with EPA also denotes that the registrant listed below is responsible 
for ensuring full compliance with all laws of the United States of An1erica, or governing 
jurisdiction, regarding the purchase, sale, application, use, storage, and/or storage and/or disposal 
of this product. 

Further, the recipient of th!s letter is on notice that the status of the referenced registration and/or 
the accompanying label·may change subsequent to the date of this letter. EPA assumes no re
sponsibility to notify the recipient of this letter of any change in the status of the registration(s) 
and/or the product label(s) for the product(s) listed below. EPA assumes no responsibility to 
notify the recipient of this letter of any changes in status of the registration and/or product label 
for the product listed below. 

EPA has issued a registration number for the product(s) listed below to: 
ETIH20 
1725 Gillespie Way 
El Cajon, CA 92020 
EPA Registration Number(s): 72977-2 
Name(s) of Product(s): Axeo 

<. 

. ,. 

'· 

· Product Manager 3 3 
Regulatory Management Branch I 
Antimicrobial Division(? 51 OC) 



0~/i9/1SS5 22:ql 3018554333 HENRY ivl JACOBY 

Front Panel 
Ax en 
EPA File Symbol 72977-E 
rev1s1on June 21, 2001 

Stabilized Ionic Silver 
Hard Surface Disinfectant 

Active Ingred~ent 
Silver*. . 
Citric Acid 

Other Ingredients 

0.0012%-
4.8400%-

95.1588% 
Total 100.0000% 

* Electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PAGE 04 

EPA REG. No. 72977-E EPA EST. No. xxxxx-x-xx· 

Net Vol. 3 6 oz. 

Manufactured by ETI H20, 

.. . -" 

Route 14, P. 0. Box1517 
Lake City, FL 32024 

ACCEPTED 
with COMMENTS 

in EPA Lener Dated: 

JUN 2 6 2001 
Under 1he Federal Insecticide 
lbngickle, and Rodenticide h:t as 
~i1i.?ilded, for the pesticide . 
it~gistered Wlder EPA Reg. No. 

/u2 9·~·7-0 
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Back Panel 
Ax en 

3018554333 

EPA File Symbol 72977-E 
Revised June 21, 2001 

HENRY M JACOBY PAGE 05 

AXEN® Disinfectant Pump Spray kills bacteria on environmen·tal 
hard surfaces (painted, glazed tile, plastic, metal, glass, 
glazed porcelain) in your home and public places. It eliminates 
odors ·~n hard nonporous surfaces that you come in contact •>lith 

everyday. Use AXEN® Disinfectant Pump Spray: 

In empty garbage cans 
In pet areas 
In sick rooms 
Under sinks 

In diaper pails 
In empty hampers 
On doorknob-s 
In bathrooms 

Fast/Easy/Effective: AXEN° Disinfectant is effective again::;t 
Salmonella chloreraesuis, Staphylococcus aureus, and Pseudomonas 
aeruginosa organisms. Us_e anY"Jhere in the home, public pLt.ces, 
or boats and vechicles where there are finished surfaces 
(painted, gla%ed tile, plastic, metal, glass, glazed po~celain). 
These include areas such as the laundry room, recreation r.:;,om, 
kitchen, bedrooms, closets, bathroom, attic·and work areas. 
Interiors of boats and recreational vehicles, AXEN® Disinf•3ctant 
can be used in such areas as the bathroom, kitchen and anyNhere 
there is a finished surfa·ces. AXE~ Disinfectant can be U:3ed to 
disinfectant recycling bins, diaper pails, garbage cans and other 
hard surface containers. 

Directions for Use 

It is a violation of Federal Law to use this product l.n a manner 
inconsistent with its labeling 

Surfaces that are heavy s:oiled with organic matter must be pre
cleaned prior to using this product. For disinfecting, th~ 

surface must. be completely wet with AXEN® Disinfectant for 10 
minutes. The surface may.then be wiped dry with a ~lean u~used 
towel. 

Storage 

Disposal 

STORAGE AND DISPOSAL 

Do not contaminate wa.ter, food or feed by storage:J· or 
disposal. 
Do not reuse container. Rinse thoroughly before 
discarding in tra5h or recycling. · 

~ _, ACCEPTED 
vliLI-t coMMENTS 

in EPA Lener D~d:: 
JUH 2 s zom /! 1 

Under the federai Insecticid6, 
fbngi...-ide, a.rtd Rodenticide Act as
amended. for the pe!iticide, 
re¢stered under EPA Reg. No. 

7c2'9/]7- c{l_ 



JUN 18 ·'02 08:33AM If'IO'v'IATED f'1ED SVCS 

FAX COVER 

MESSAGE IS 1,-.JTENDED FOR BY 
ADDRESS:D AND lv\AY CONT/\IN INFO~MATION THPIT IS PRIVELECED, CONFIDENTIAL OR REGULATED IN 

DISCLOSURE UNDER STATE AND FEDER.A.L LAWS. IF YOU HAVE RECEIVED THIS COMMUNICATION IN 
ERROR. PLEASE NOTIFY' US lf\.1MEDIAT.EL V BY TELEPHONE (COLLECT, IF NECESSA.RY) AND RETURN THE 

ORIGINAL COMMUNICATION TO US AT THE ADDRESS 9ELOW VIA THE US SERVICE. THANK U. 

P.1 

·oA .. T. E· · 00· / r1'... '? ~ : 
• . (,7. "" ..... -. 

TO: 

FAX:. 

FROM: 

. . 

. r~:-0 II 
C.··l f'\ 

'7l~ ~ ~ Ot(. £)lL '?I/ 
_.1 - .7 .. . l· f ~/ . 

Dolana Blount 
ETI·H20. 

PHONE:. (619) 596~8600. Ext. 105 

FAX: (61 9) 596-8700 . 

MESSA~~: 

-tll ( s . .-fi y· 
. . 

rvt y I . "Sltt) I ~ cle./l/1 ... 

I ... 
. i 
I. 
I 

l . 
.. . . ..-: 
--~. -------~-

1725 Gillespie 'lfl!ay · El ~~Jon, CA 92~20 ·voice (61S) 596-8600 · f~>= !619)'596-8700 

·'· 



JUN 18 '02 08: 33AI'1 INOVIRTED MED SVCS 

VIA FACSIM~ lE 
703~308·843 1 

Marshall Swindell. 
·Product M~nager 33,_.Anti.f11i~robial Division 
US EPA 

· Washir:1gto.n, D.C. 

De~·r.Mr. Swindell: 

t-'.C: 

ETI H20 is requ~sting two· ce'rtlfied· letters in reference to our registered products, 
Axen (l2977·2) and Ax~nohl (7297~·1). Please address the fi"r$t. ·1~tt~r to iMS Kore,a, 
3F, Nonhyun-Dong, Kangnam-Ku, Seoul. Korea, and the second letter to lnnova·tive 
Medical Services, 1725 Gille.spie Way, El Cajon, CA 92020_. 

Ple~se send the. letters ~ia·federal e~press to ~ur offices at 1J25 .. Gi:llespie·Way,: El 
Cajo·n, CA 92020. Our Federa_l· Express number is 1626-349-7-6. 

Should you have a~y questions, or require additional information, please do -not· 
he'sitate to contacun·e. dire~tly .. 

Thank you1 

c. ETI H2r-~· · £ • 

7'\~o f!. it, Jd;:l-
tJtf~-fiA- f[e~:.~ \, 
. [)olaria Blount . 

Assistant to the President · 

.... 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

ETI H20 Inc. 
Route 14, P.O. Box 1517 
Lake City,.FL 32024 

U.S. AGENT: Henry Jacoby 
6709 Ilex Court 
New Market, MD 21774 

Subject: Axenohl 
EPA Registration No. 72977-1 
Letter Dated March 4, 2002 

Axen /. 
EPA Registration NO. 72977-2V · 
Letter Dated February 11, 2002 

APR 2 6 2002 

The Agency is in receipt of your submitted final Storage-Stability Study in support ofthe 
above EPA Registrations under MRID #456232-01. This study was reviewed and found be 
acceptable. This completes the data requirements for these product registrations. 

If you have any questions concerning this letter, please contact Martha Terry at (703) 308-

6217. 

.r 
. . ·~ ,.. , 

Sincerely, 

l/1/l/~~ 
~w%dell · 
Product Manager 3 3 
Regulatory Management Branch 1 
Antimicrobial Division (751 OC) 

------~--------------~-~---=~-~-~~~~~~···· . 
. COHC:UFU<E~CES '..-

fMBOL ~ . 
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HENRY JACOBY 
REGULATORY CONSULTA-~T 

6709 ILEX COURT 
NEW MARKET, MD 21774 

865-4333 

February 11, 2002 

Document Processing Desk (AMEND) 
Office of Pesticide Prog~ams (H7507C) 
Environmental Protection Agency 
Antimicrobial Division 
Mr. Marshall Swindell 
Ariel Rios Building 
1200 Pennsylvania Ave. 
Washington, D.C. 20460 

Dear Marshall: 

Re: SUBMISSION OF Storage Stability Study, 
Axen, EPA Reg. NO. 72977-2 
ETI H£0 I INC. 

PHONE: 301-865-9090 
FAX: 301-

ETI H20, Inc. has appointed Henry Jacoby to represent it as its 
agent before the Office of-Pesticide Programs of EPA. Please 
forward all correspondence relative to ETI H20, Inc to Henry 

.Jacoby, 6709 Ilex Court, New Market, MD 21774. 

This letter transmits the final Storage Stability Study carried 
out with Axen under warehouse conditions . 

~~ "! - . 

: ··. :'' :-::. ·. ~-· 

... .. . . 
. .... ,;.. 



Document Control Desk (Ame:nil) 
Office of Pesticide Programs 

· U. S. Environmental Protection Agency 
Attn: Marshall Swindell (PM-33) 
SUBMISSION OF STORAGE STABILITY STORAGE 
Ax en 
EPA Reg. No. 72977-2 

February 11, 2002 

Page 2 

Please consider this letter to be the transmittal document for the enclosed study. The 
studies enclosed are identified below: 

MRID Number Study Citation 
Storage Stability Of Axenohl and Axen Under Warehouse Conditions 
carried out by EPL Bio-Analytical Services (EPL-BAS), 395 N. 
Memorial Parkway, Harristown, IL 62537, and Submitted by ETI-H20, 
INC., 1275 Gillespie Way, El Cajon, CA 92020 . 

. If you have questions regarding this application .for registration, please contact me at 
(301) 865-9090. 

Sincerely yours, 

cc : · G . Duren 

' / v.--·-.. .·'' ;___ . / 
~<(. _,, t~-1-/J 

I. . L .-:/ ' 7 
Y//U a.s:ioby . / ;/ / ,;~/ 

.; "! .. 
r 

·_·;.. 



HENRY JACOBY 
REGULATORY CONSULTANT 

6709 ILEX COURT 
NEW HARKET I l1D 2177 4 

865-4333 

February 11, 2002 

Document Processing Desk {~~END) 
Office of Pesticide Programs (H7507C) 
Environmental Protection Agency 
Antimicrobial Division 
Mr. Marshall Swindell 
Ariel Rios Building 
1200 Pennsylvania Ave.· 
Washington, D.C. 20460 

Dear Marshall: 

Re: SUBMISSION OF Storace Stability Study 
Axen, EPA Reg. NO. 72977-2 
ETI Hp, INC. 

PHONE: 301-865-9090 
FAX: 301-

ETI H20, Inc. has appointed Henry Jacoby to represent it as its 
agent before the Office of Pesticide Programs of EPA. Please 
forward all correspondence relative to ETI H~, Inc to Henry 

·Jacoby, 6709 Ilex Court, New Market, MD 21774. 

This letter transmits the final Storage Stability Study carried 
out with Axen under warehouse conditions . 

. ·' 

•.t 

• I ' ' 1 r 



Document Control Desk (Amend) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
Attn: Marshall Swindell (PM-33) 
SUBMISSION OF STORAGE STABILITY STORAGE 
Ax en 
EPA Reg. No. 72977-2 

February 11. 2002 

Page 2 

Please consider this letter to be the transmittal document for the enclosed study. The 
studies enclosed are identified below: 

iv1RID Number Study Citation 

-
Sto1rce Stability Of Axenohl and Axen Under Warehouse Conditions 
carr ed out by EPL Sic-Analytical SeNices (EPL-BAS), 395 N. · 
Memorial Parkway, Harristown, IL 62537, and Submitted by ETI-H20, 
INC., 1275 Gillespie Way, El Cajon, CA 92020. · 

If you have questions regarding this application for registration, please contact me at 
(301) 865-9090. 

Sincerely yours, 

cc: G. Duren 

,.. 
.• •!. - J• 



HENRY JACOBY 
REGULATORY CONSULTANT 

6709 ILEX COURT 
NEW MARKET I l1D 21774 

865-4333 

February 11, 2002 

Document Processing Desk {AMEND) 
Office of Pesticide Programs {H7507C) 
Environmental Protection Agency 
Antimicrobial Division 
Mr. Marshall Swindell 
Ariel Rios Building . 
1200 Pennsylvania Ave. 
Washington, D.C. 20460 

Dear Marshall: 

Re: SUBMISSION OF Storage Stability Study 
Axen, EPA Reg. NO. 72977-2 
ETI Hp, INC. 

PHONE: 301-865~9090 

FAX: 301-

ETI H20, Inc. has appointed Henry Jacoby to represent it as its 
agent before the Office of Pesticide Programs of EPA. Please 
forward all correspondence relative to ETI H20, Inc to Henry 
Jacoby, 6709 Ilex Court, New Market,.MD 21774. 

This letter transmits the final Storag~ Stability Study carried 
out with Axen under warehouse conditions . 

.. " 

. ~· .... 



Document Control Desk (Amend) 
Office or Pesticide Programs 
U. S. Environmental Proteciion Agency 
Attn: 1·11arshall Swindell. (PM-33) 
SUBMISSION OF STORAGE STABILITY STORAGE 
Alt. en 
EPA Reg. No. 72977-2 

February 1 i, 2002 

Page 2 

Please consider this letter to be the transmittal document for the enclosed study. The 
studies enclosed are identified below: 

MRID Number Study Citation 
Storage Stability Of Axenohl and Axen Under Warehouse Conditions 
carried out by EPL Bio-Analytical Services (EPL-BAS), 395 N. 
Memorial Parkway, Harristown, IL 62537, and Submitted by ETI-H20, 
INC., 1275 Gillespie Way, El Cajon, CA 92020. 

If you have questions regarding this application for registration, please contact me at 
(301) 865-9090. 

cc: G. Duren 

.~ 
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Henry M. Jacoby 
ETI-H20, Inc. 
1725 Gillespie Way 
El Cajon, CA 92020 

Subject: AXEN 

UNITED STATES E~VIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OCT 1 2 2001 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

EPA Registration Number 72977-2 
Your Notification Dated October 91

h, 2001 
EPA Received Date October 91

h, 2001 

Dear Mr. Jacoby: 

The notification referred to above, submitted under the provisions ofFIFRA Section 3(c)9, to 
add the alternate brand name "Clean Kill". Based on a review of the submitted materials, the 
following comments apply. 

After further consideration the Agency has determined that the notification for the brand name is 
acceptable. This Notification Has been made part of the permanent records for this file. 

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at (703)-
308-6237. 

., " 

Sincerely, 

Y!ILM1k 
Marshall Swindell 
Product Manager 33 
Regulatory Management Branch I 
Antimicrobi;Il Division (7 51 OC) 

. -' 

- . . . . 



KAREN, 

WOULD YOU PLEASE PULL REG# 72977-2 FROM THE 
FILEROOl\1. THE COMPANY PREVIOUSLY REQUESTED 
APPROVAL FOR THE ADDITIONAL BRAND NAME 
"CLEAN KILL", AND WE TURNED THEM D'OWN. 

-SINCE THEN IT WAS DETERMINED tHAT THE NAME 
HAS BEEN APPROVED FOR OTHER PRODUCTS. 
PLEASE SETUP AN ACCEPTANCE LETTER SAYING 
AFTER FURTHER CONSIDERATION THE AGENCY HAS 

.DETERMINED THAT THE NOTIFICATION FOR THE· 
BRAND NAME IS ACCEPT ABLE. 

USE ACTION CODE 333 WITH 10/09/01 AS THE 
RESUBMISSION, EPA RECEIVE, AND PM RECEIVE 
DATES. USE "TELEPHONE CALL FROM CONSULTANT" 
AS THE PRODUCT D.ESCRIPTOR. 

THANKS MARSHALL 

/ic~~c; 

,-
.., : . -~. ;. . 

: ... 
~-
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UUITED STATES ENVIRONMENTAL PROTECTION AGENCY 

ETI-H20, Inc. 
1725 Gillespie Way 
El Cajon, CA 92020 

Attention: 

Subject: 

Henry M. Jacoby, Agent 
6709 Ilex Court 
New Market, MD 21774 

Ax en 
EPA Registration No. 72977-2 
Notification Dated September 7, 2001 

SEP 2 7 2001 

This will acknowledge receipt of your notification, submitted under the provisions of FIFRA 
. Section 3(c)9, to add the alternate brand name "Clean Kill." Based on a review ofthe submitted 
material, the following comments apply. 

The brand name is false and misleading therefore it is unacceptable and the notification has been 
made part of the records for this file. The proposed name can infer that your product is both a 

cleaner and disinfectant. 

If you have any question concerning this letter, please contact Solange Garvey at (703) 308-8911. 

.; '!.. .. ~ 
. . ~ 1'-.• 

;:;z~~4 
Marshall Swindell, 
Product Manager 33 
Regulatory Management Branch I 
Antimicrobial Division (751 OC) 

-----.r--------,,---------.~-------~~C~O~H~CU~M~E~HC~!~S~ ' SYMBOL • -~~----~ ~=-~ . . . . ... ····=·· . . c:~·: \: j 
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HENRY JACOBY 
REGULATO~Y CONSULTA-~T ...... 

6709 ILEX COURT 
NEW MARKET, MD 21774 

PHONE: 301-865-9090 
FAX: 301-865-4333. 

September 7, 2001 

Environmental Protection Agency 
Office of Pesticide Programs 
Antimicrobial Division (H7507C) 
Mr. Marshall Swindell 
USEPA Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Dear Marshall: 

Re: Notification of Alternate Brand Name 
Axen, EPA File Symbol 72977-2 
ETI H 20, INC. 

ETI H20, Inc. has appointed Henry Jacoby to represent it as its 
agent before the Office of Pesticide Programs of EPA. Please 
forward all correspondence relative to ETI H20, Inc to Henry 
Jacoby, 6709 Ilex Court, New Market, MD 21774. 

This letter transmits a notification for an alternate brand name 
for the product Axen. Axen is the primary brand name and Clean 
Kill will be an alternate brand name. No other changes have been 
made to the formulation or the label. 

Sinc.er.::ly yyurs, 

cc: G. Duren 

~; ~ -· 
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&EPA 
United States 

Environmental Protection Agency 
Washington DC 20460 · 

Regist~atiu~ I OPP Identifier Number 

Amenament I . 
Othe-r _ 

Application for Pesticide- Section I 
. Company/Product Number 

72977-2 
2. EPA Product Manager 

Marshall Swindell 
3. Proposed Classification 

~None D Restricted· 
Company/Product (Name) Pt/J# 

Ax en 33 

). Name and Address of Applicant (Include ZIP Code) 

ETI-H20. Inc. 
1725 Gillespie Way 
El Cajon, CA 92020 

6. Expedited Review. In accor.dance with FIFRA Section 3(c)(3) 
(b)(i), my product is similaror identical in composition and labeling 
to: 

EPA Reg. No.---------------'---

~Check if this is a new address Product Name 

Section -II 

D Amendment - Explain below. D 
D Resubmission in response to Agency letter dated------- D 
r Notification- Explain below. D 

Final printed labels in response to 
Agency letter dated 
"Me Too" Application. 

Other " Explain below. 

·----------------
Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have been 
made to the labeling or the confidential statement of formula of this product. I understand that it is a violation of 18 U. S.C. Sec. I 00 I to 
willfully make any false statement to EPA. i further understand that if this notification is not consistent with theterrns of PR Notice 91-10 and 
40 CFR 152.46. this product may be in violation ofFIFRA and I may be subject to enforcement action and penalties under section 12 and 14 of 
FIFRA. 

1 Material This Product Will Be Packaged In· 

Child-Resistant Packaging Unit Packaging Iii Yes· Iii Yes 

No No 

• Certification must If "Yes" 

oe submitted Unit Packaging wgtj 

. ocation of Net Contents Information 

[g) Label D Container 

6. Manner in Which Label is Affixed to Product 

Section - Ill 

~" s;:~ble Paokag;og 

No 

No. per If "'(es" 
container Packagewgt 

4. Size(s) Retail Container 

32 oz 

Lithograph 
Paper glued 
Stendled 

Section- IV 

No. per 
container 

D Other 

2. Type of Container 

~Metal Plastic 
Glass 
Paper 
Other (Specify) 

5 . Location of Label Directions 

5d On Label 
On Labeling accompanying product 

1. Contact Point (Complete items directly below for Identification of individual to be contacted, if necessary, to process this application.) 

lame Title 

Henry M. Jacoby Agent 
Telephone No. (lndude Area Code) 

30 1-865-9090 

Certification ,6. Date Application 
I certify that the ·statements I have made on this form and all attachments thereto are true, accurate and complete. Received 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law . 

. Signature 3. Title 

. "'"· Agent, ETI-H20, Inc . 

. Typed Name /// / 5. Date / 
·' ./ 

(Stamped) 

. :' 

. ' 1/ 
Heh'iY Jacoby 

~i/.,.d.~-./' f:r-

l;/ -¢( CJ / I_ _____ _;--
:PA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. White- EPA F_jje..Copy (.o~inal) Yellow- Applicant Cop 



c.· ·- 0'/' / . . ,r 
5UBI1l.5SION 3."'...R CODE ~ u.d r"Y (p (-) 

. . ;~ 

FILE SYtv1BOL/REG NO.2~ ~7-'?.7·-¥ p~ 3 ACTION CODE J 0 01 ./ 

DESCRIPTOR /? e... ;_) r 5 c: <l L ':::I J.> e / 

[ ) ··CHILD. RES'I STANT .. PACKAGING: ] CERT-I·F-ICATION·-..... 
) NON-RESIDENTIAL USE ONLY 
) NOT APPLICABLE ,_ 

REGISTRATION TYPE: CONDITiONAL UNCONDITIONAL 

PROPOSED ~LASSIFICATION: ) GENERAL RESTRICTED USE 

DATE'ON APPLICATION EPA RECEIVE DATE PM. RECEIVE :DATE·-

l·d~1·~(.~1 oll 

[ · ) ·CITE-ALL [ ] SUBMITTED . 
[ ) SELE.CT.IVE .. :. [ ] .NOT SUBMITT.~t!-_ .... 
[ .]' NOT. SUBM-ITTED· 
[ ) NOT'' APPLICABLE __ .. 
[ f INCORRECT /RESUB· 

. [ ] NOT APPLICABLE-
[ ] INCORRECT/RESUB ... ._.:. 

) 

·~ . ·~ ... 

REVIEW (S) REQUES"I:~P.·.. DATA DATE 
SEN!-

DUE 
DA-TE_:_. 

DATE·· 
RETURN~ 

OTHER 

' I PACK' # 

CHEMISTRY 
1------+-----1------1------1 .. 

EFFICACY 

TOXICOLOGY 

HED TOX .. 

ENVIRON.· FATE 

FISH/WILDLIFE 

.· 
--------

. lJ 
---~= 
-· ... # •• - ·····-· -·-- -- -- •• -· 

--~-:J~~~-·~ ~ ·-·-· ~,I.. I.' :· . . -- -'::- '·-I .:>::, _._.:_- ::, .. .t_ _(, ~-~--· 



HENRY JACOBY 
REGULATORY CONSULTANT 

6709 ILEX COURT 
NEW MARKET, MD 21774 

June 22, 2001 

Environmental Protection Agency 
Office of Pesticide Programs 
Antimicrobial Division (H7507C) 
Mr. Marshall Swindell 
Room 308H Crystal· Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Dear Marshall: 

PHONE: 301-865·-9090 
FAX: 301-86b-4333 

Re: RESUBMISSION OF APPLICATION FOR NEW REGISTRATION 
Axen, EPA File Symbol 72977-E 
ETI H20 I INC. 

ETI H20, Inc. has appointed Henry Jacoby to represent it as its 
agent before the Office of Pesticide Programs of EPA. Please 
forward all correspondence relative to ETI H20, Inc to Henry 
Jacoby, 6709 Ilex Court, New Market, MD 21774. 

This letter is in response to the Agency's letter of June 21, 
2001, which requested several labeling changes. This lett·=r 
transmits labeling revised as per your letter. 

The label has been revised as follows: 

1. The statements "It is a violation of Federal Law to use 
this product in a manner inconsistent with its labeli~g. '' 
has been added to the label; 

2. The term Streptococcus has been removed from the label; 
3. The word germ has been deleted; 
4. The word ··glazed'' has been added before porcelain and 

tile. 
5. The section under Fast/Easy/Effective has been revised to 

better describe the use areas; 

.; "! .• · 

. ' '·· 



Office of Pesticide Programs 
U. S. Environmental Protection Agency 
Attn: Marshall Swindell, PM 33 

RESUBMISSION FOR NE\'1 REGISTRATION 

.l\.xen 
EPA FILE SYMBOL 72977-E 

June 22, 2001 
Page 2 

6. The label use directions have been revised by adding .3 

statement requiring pre-cleaning of heavy soiled (wit~ 
organic matter) surfaces; 

7. The label has bee~ revised to use the complete scientific 
name of the organisms. Staphylococcus aureus has als·) heen 
added since testing was carried out with that organism ai~u. 

8. The label use directions have been revised by revisin9 : 
minute to 10 minutes and by adding a statement requiriny the 
surface to be completely wet for disinfecting. 

CONTENT OF SUBMISSION 
5 copies of labeling 

cc: A. Arata 
E. Wo"olson 

Sincerely yours, 

'" ·.- .;.. 



Front Panel 
.A.xen 
EPA File S~mbol 72977-E 
revision June 21, 2001 

Stabilized Ionic Silver 
Hard Surface Disinfectant 

. Active Ingredient 
Silver* 
Citric Acid 

Other Ingredients 

. 0. 0012% 
4.8400% 

95.1588%. 
Total 100.0000% 

* Electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

EPA REG. No. 72977-E EPA EST. No. xxxx:x:-x-xx 
Manufactured by ETI H20, 

Net Vol. 36 oz. 

Route 14, P. 0. Box1517 
Lake City, FL 32024 

I' .I 
• 



Back Panel 
Ax en 
EPA File Symbol 72977-E 
Revised June 21, 2001 

AXEN® Disinfectant Pllinp Spray kills bacteria on envirorunen·tal 
hard surfaces {painted, glazed. tile, plastic, metal, glass, 
glazed porcelain) i~ your home and public places. It eliminates 
odors on. hard nonporous surfaces that you come in contact 'Nith 

everyday. Use AXEN® Disinfectant Pump Spray: 

In empty garbage cans 
In pet areas 
In sick rooms 
Under sinks 

In diaper pails 
In empty hampers 
On doorknobs 
In bathrooms 

Fast/Easy/Effective: AXEN® Disinfectant is effective again:3t 
Salmonella chloreraesuis, Staphylococcus aureus, and Pseud·Jmonas 
aeruginosa organisms. Use anywhere in the home, public pl.~ces, 
or boats and vechicles where there are finished surfaces 
{painted, glazed tile, plastic, metal; glass, glazed porcelain) 
These include areas such as the laundry room, recreation room, 
kitchen, bedrooms, closets, ·bathroom, attic and work areas. 
Interiors of boats . and recreati~nal vehicles, AXEN® Disinf•:ctant 
can be used in such areas as the bathroom, kitchen and anyNhere 
there is a finished surfaces.. AXEN® Disinfectant can be u:3ed to 
disinfectant recycling bins, dia·per pails, garbage cans and other 
hard surface containers. 

Direc~ions for Use 

It is a violation of Federal Law to use this product 1n a manner 
inconsistent with its labeling 

Surfaces that are heavy soiled with organic matter must be pre
cleaned prior to using this product. For disinfecting, th= 
surface must be completely wet with AXEN® Disinfectant for 10 
minutes. The surface may then be wiped dry with a clean u~used 
towel. 

STORAGE AND DISPOSAL 

Storage 

Disposal 

Do not contaminate water, food or feed by storagE~-or 
disposal. 
Do not reuse container. Rinse thoroughly before 
discarding ~n trash or recycling. 

~----------------------~--~r~------------~----~-------------------.; ~.:. . · ... ;., 



.3 UEt-i ISS I ON BflY CODE ;...._s· 0..- t) {) () /-)- "/ 

·I 

_:::i::I)Tf~G· f'C:N~1 F·c~P, ·P.??!.}C_!--;TTC!1~S FOR. RLGl __ ST?'"'h .. TIO_£L(_ll_~1~n~.'l'~TS 

FILE SYHBOL/REG NO. 7 d. 9 7 '7-d_, PM -3 ..:3 ACT I ON CODE J {) .;!__-

DESCRIPTOR i: ; . ;"7 a I j_ :=~ L~e Is 

[ ] ·CHILD RES"! STANT· PACKAGING: · [ 
[ 
[ 

REGISTRATION TYPE: CONDITIONAL 

CERTTF-I CAT I on--.... 
NON-RESIDENTIAL USE. ONLY 
NOT APPLICABLE 

UNCONDITIONAL 

PROPOSED ·cLASSIFICATION: ] GENERAL RESTRICTED USE 

DATE·ON APPLICATION EPA RECEIVE DATE PM. RECEIVE :DATE·-

l·o 7 I t1 f 16 I I. I tJ .7 I ;-; I o·/ I. 
.:.. .. rfETHOEFOF-"'·SU.PPGRT -· :· 

[ ] CITE-ALL 
[ ] SELE.CT.IVE .. :. 
[ -] NOT SUBM-ITTED 
[ ] NOT" APPLICABLE_ ... 
[ f INCORRECT /RESUB· 

. . 
.... -FOR.MtJI;;A.TORS-:. EX EM RT.I.ON..-..... 

[ 
[ 

. [ 
[ 

SUBMITTED . 
. NOT SUBMI.TT.~I2 ___ ... 
NOT APPLICABLE.. 
INCORRECT/RESUB ·· 

~! 

REVIEW (S) REQUES"I:;:l:)_·__ DATA DATE 
SENT-

DUE 
DA-TE,:._. 

DATE .. 
' I PACK # RETURN~ 

CHEMISTRY 

EFFICACY 

TOXICOLOGY 

HED TOX .. 

ENVIRON.· FATE 

FISH/WILDLIFE 

OTHER _ ___;, ____ _ 

STATdS __________ ~-·~--~~~~--------------------------------

-/.,I' •' // 
//,3//- ?' I V ··/-·----· --------

. . 
··--· ...... . 



UNITED STATES ENVIRONMENTAL PROTECTIOH AGEHCY 

ETI H20 
Route 14 
P.O.Boxl517 
Lake City, FL 32024 

MAIL TO: Henry Jacoby, Agent . 
6709 Ilex Court 
New Market, MD 21774 

Subject: Axen 
EPA Registration No. 72977-2 
Letter Dated July 5, 2001 

JUL 3 2001 

The Agency is in receipt of your submitted final printed label based on the previously accepted 
draft label dated June 26, 200 I. The label has been placed in your product registration file and 
not reviewed in accordance with PR Notice 82-2. 

If you have any questions concerning this letter, please contact Martha Terry at (703) 308-

6217. 

., .. 
~j ~.:. 

Sincerely, 

Marshall Swindell 
ProductManager33 
Regulatory Management Branch I · 
Antimicrobial Division (7505C) 

--------------------------~~--~~~C~OH~CU~M~!~H~a~S-------------------------------------, 
SYNBOL ~ . -· - . . - .,---=··--~ ---- - - ""· ,- , 

, ' •• -;•••••••••••• •• • •• ••• •• •• •••••••- •••co•••••••••o •' •• o•o•••••••••••••• ••••-••••c.~ec •••• ••oeo110ooooe ••o•o• • ooe.o ooc oo •• o co o•• uooo • ••••-••• ••• 

SURNAME J . . 
DATE • ·•••••••••••••••• • •••••••••••:• •••• ••••••••••••••••• •••••••••••••••• ••••••••••••••••• ••• •••••••••••••• •••••-•••••···- • ••••••••••••••••• 

EPA Form 1320-1A (1190) 

--:·.-.----- .-- -··- --. -· --·-···- ... --... ..,_. .. ___ .......... -.. . 

Prinlcd 011_Recycled Paper OFFICIAL FILE COP\' 

*GPO : 2000 - 187-381 



HENRY jACOBY 
REGULATO~.Y CONSULTANT 

6709 ILEX COURT 
NEW MARKET, MD 2·1774 

July 5, 2001 

Environmental Protection Agency 
Otfice of Pesticide Programs 
Antimicrobial Division (H7507C) 
Mr. Marshall SWindell 
Ariel Rios Building 
1200 Pennsylvania Ave. 
Washington, D.C. 20460 

Dear Marshall: 

Re: RESUBMISSION OF Final Printed Labeling 
Axen, EPA File Symbol 72977-2 
ETI H~O I INC. 

PHONE: 301-865-9090 
FAX: 301-865-4333 

ETI H20, Inc. has appointed Henry Jacoby to represent ~t as its 
agent before the Office of Pesticide Programs of EPA. Please 
forward all correspondence relative to ETI H20, Inc to Henry 

. Jacoby, 6709 Ilex Court, New Market, MD 21774. 

This letter ~s in response to the Agency's Notice of Pesticide 
Registration, dated June 26, 2001, which requested two copies of 
final printed labeling. This letter transmits copies of the 
finished labels. 

. . 
The label. has been revi.sed by revising the EPA Registration 
Number to read -~EPA Reg. No. 72977-2 

CONTENT OF SUBMISSION 
2 copies of final labeling 

cc: A. Arata 
E. Woolson 

.; "'! .•. 
.,.-

. ·':..·,..._ 



--------------~-------------------------~~------------·------------~ 

AXEN® 
Stabilized Ionic Silver 

Hard Surface Disinfectant 

Active Ingredient 
Silver* 
Citric Acid 

Other Ingredients 

0.0012% 
4.8400% 

95.1588% 
Total I 00.0000% 

* Electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

EPA REG. No. 72977-2 EPA EST. No. 72977-FL-1 

.; "f. 

Manufactured by · ETI H20, 
Route 14, P. 0. Boxl517 
Lake City,. FL 32024 

Net Vol. 36 oz. 

llOT REVIF.ll'ED 
In Accordanc~ with PR Notice ()~ .. ~~,,: 
~::l!ied on Draft L.<:b·d.i:)r~ D"ltC~ 

\ i 
',I. 

I 



AXEN® Disinfectant Pump Spray kills bacteria on environmental hard surfaces 
(painted, glazed tile, plastic, metal, glass, glazed porcelain) in your home and public 
places. It eliminates odors on hard nonporous surfaces that you come in contact 
with everyday. Use AXEN® Disinfectant Pump Spray: 

. In empty garbage cans 
In pet areas 
In sick rooms 
Under sinks 

In diaper pails 
In empty hampers 
On doorknobs 
In bathrooms 

Fa~t/Easy/Effcctive: AXEN® Disinfectant is effective against Salmonella chloreraesuis, 
Staphylococcus aureus, and Pseudomonas aeruginosa organisms. Use any,.vhere in the 
home, public places, or boats and vechicles where there are finished surfaces (painted, 
glazed tile, plastic, metal, glass, glazed porcelain). These include areas such as the 
laundry room, recreation room, kitchen, bedrooms, closets, bathroom, attic and \VOrk 
areas. Interiors of boats and recreational. vehicles, AXEN® Disinfectant can be used in 
such areas as the bathroom, kitchen and anywhere there is a finished surfaces. AXEN® 
Disinfectant can be used to disinfectant recycling bins, diaper pails, garbage cans and 
other hard surface containers. 

Directions for Use 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling 

Surfaces that are heavy soiled with organic matter must be pre-cleaned prior to using this 
product. For disinfecting, the surface mus.t be completely wet with AXEN® Disinfectant 
for 1 0 minutes. The surface may then ·be wiped dry with a clean unused towel. 

Storage 
Disposal 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 
Do not reuse container. Rinse thoroughly before discarding in trash or recycling. 

,. . " . "· 

' . :/ 
'· .· 
\. i: 



AXEN® 
Stabilized Ionic Silver 

Hard Surface Disinfectant 

Active Ingredient 
Silver* 
Citric Acid 

Other Ingredients 

0.0012% 
4.8400% 

95.1588% 
Total I 00.0000% 

* Electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

EPA REG. No. 72977-2 EPA EST. No. 72977-FL-1 
Manufactured by ETI H20, 

Route 14, P. 0. Boxl5l7 
Lake City, FL 32024 

Net Vol. 36 oz. 



--------------------------------~----~--------~--------------------------~ 

AXEN® Disinfectant Pump Spray kills bacteria on environmental hard surfaces 
(painted, glazed tile, plastic, metal, glass, glazed porcelain) in your home and public 
places. It eliminates odors on hard nonporous surfaces that you come in contact 
with everyday. Usc AXEN® Disinfectant Pump Spt·ay:. 

In empty garbage cans 
In pet areas 
In sick rooms 
Under sinks 

In diaper pails 
In empty hampers 
On doorknobs 
In bathrooms 

Fast/Easy/Effective: AXEN® Disinfectant is effective against Salmonella chloreraesuis, 
Staphylococcus aureus, and Pseudomonas aeruginosa organisms. Use anywhere in the 
home, public places, or boats and vechicles where there are finished surfaces (painted, 
glazed tile, plastic, metal, glass, glazed porcelain). These include areas such as the 
laundry room, recreation room, kitchen, bedrooms, closets, bathroom, attic and \Vork 
areas. Interiors of boats and recreational vehicles, AXEN® Disinfectant can be used in 
such areas as the bathroom, kitchen and an)'\vhere there is a finished surfaces. AXEN® 
Disinfectant can be used to disinfectant recycling bins, diaper pails, garbage cans and 
other hard surface containers. 

Directions for Use 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling 

Surfaces that are heavy soiled with organic matter must be pre-cleaned prior to using this 
product. For disinfecting,-the surface must be completely wet with AXEN® Disinfectant 
for I 0 minutes. The surface may then be wiped dry with a clean unused towel. 

Storage 
Disposal 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 
Do not reuse container. Rinse thoroughly before discarding in trash or recycling. 

. "'·. 

. ~· \ 

• t..; 
~- t ... 



FILE SYMBOL/REG NO. 0J,:J C) ?J Z.- b 

DESCRIPTOR 8 e s •-< h 0'7 / f -J.-cJ 

PM .._J .:q ACTION CODE 

A tt n I .- ; '/ I .-- . ~ ,. r e u r' o :-y 
I ; 

[ ] ·CHILD RESISTANT .. PACKAGING: . [' ] CERT1·F·ICATION········ 
[ ·] NON-RESIDENTIAL USE ONLY 
[ ) NOT APPLICABLE 

REGISTRATION TYPE: CONDITIONAL UNCONDITIONAL 

PROPOSED ·cLASSIFICATION: ) GENERAL RESTRICTED USE 

DATE·ON APPLICATION EPA RECEIVE DATE PM . RECEIVE :DATE·· 

[ ] CITE-ALL 
[ ) SELE.Cl'.IVE .. :. 
[ .) NOT SUBM-ITTED 
[ ] NOT .. APPLICABLE·-·· 
[ f INCORRECT /RESUB 

REVIEW (S) REQUES"I:;:J).-__ DATA 
• I PACK # 

CHEMISTRY 

EFFICACY 

TOXICOLOGY 

HED TOX .. 

ENVIRON.- FATE 

FISH/WILDLIFE 

DATE 
SEN! 

[ 
[ 

. [ 
[ 

SUBMITTED . 
.NOT SUBMI.T.T.~~--- ... 
NOT APPLICABLE.. 
INCORRECT/RESUB ·· 

DUE 
DA-TE:. 

! 

DATE·· 
RETURNar.--

OTHER _ ___; ______ _.., 

~-----~--------~------~------~ 

STATUS -------------------------------------------------

·RESPONSE DA.TE 

.... ~. . . 



US. ENVIRONMENTAL PROTECTION AGENCY 
Off1ct" of Pc:sucide Programs 

Registration Div1sion (H7S05C) 
40 I "M" St , S W 

WJshmgton, D.C. 20460 

NOTICE OF PESTICIDE: 
_x_ Registration 
_Reregistration 

(under FlFRA, as amended) 

Name and Address of Registrant (include ZIP Code): 

ETI H20 
Route 14, Box 1517 
Lake City, FL 32054 

EPA Reg. Number: 
Date oi lssuJncc. 

·' .··· 

72977-2 
~~h .. !; 

Term of Issuance: Conditional 

Name of Pesticide Product: 

Ax en 

Note: Changes in iabeling differing in substance from thai·~ccepted in connectigri .,.;'jth ihis· re'gistra!ibn musi be ~~brriiit~ to and aceepted. by the Rei;stration 

· oJ~i.sion, prl11r to•use Of the i~bel iri coi:nmerce: .i?.~an)··corresj,on~~~ce on !his P:C)d.~cf~~i~~~fe~.t~:~~-al?O_~:e EPPi re_g!stryuion~U!ri~er; c_. • ;-: · -~, ,::. · •. ,:::_.o,, ._.:;, :: 

On the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered under the Federal Insecticide, Fungicide and 

Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the environment, the 
Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance "ith the Act. The acceptance of any name in connection 
with the registration of a product under this Act is not to be construed as giving the registrant a right to exclusive use of the name or to its use if it has been covered by 

others. 

This product is conditionaiJy·registered in accordance with FIFRA sec. 3(c)(7)(A) provided 

that you: 

1. Submitand/or cite alf data required for registration/ reregistration of your product under 
FIFRA sec. 3(c)(5) when the Agency requires all registrants of similar products to submit such data; 
and submit acceptable responses required for reregistration of your product under FIFRA section 4. 

2. Make the following label changes: 

a. Revise the EPA Registration Number to read, "EPA Reg. No. "72977-2". 

Stgnature of Approving Official. f /) /J_ -~ ~ / d/ 
Marshall Swindell, PM 33 7 .YfJ¥td~6fL..€:/ 
Regulatory Management Branch I 
Antimicrobial Division (7 51 OC) 

EPA Form S570-6 

Date: 



Page 2 
EPA Registration No. 72977-2 

b. Submit two copies of the revised final printed label for the records. 

If these conditions are not complied with, the registration wiil be subject to cancellation in 
accordance with FIFRA sec. 6(e). Your release for shipment of the product constitutes 
acceptance of these conditions. 

A stamped copy of the label is enclosed for your records. 

If you have any questions concerning this letter, please contact Martha Terry at (703) 308-
6217. 

Enclosure 

,. 
·_·.;.. .. 

Sincerely, 

Marshall Swindell 
Product Manager 33 
Regulatory Management Branch 1 
Antimicrobial Division (75_1 OC) 



02/1~/1995 22:41 ]018654333 HEt~RV M JACOBV 

F:::ont Panel 
Ax en 
EPA File Symbol 72977-E 
revision June 21, 2001 

Stabilized Ionic Silver 
Hard Surface Disinfectant 

Active Ingredient 
Silver* 
Citric Acid 

Other Ingredients 

0.0012%-
4.8400%-

95.1588% 
Total 100.0000% 

* Electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PAGE 04 

EPA REG. No. 72977-E EPA EST. No. xxxxx-x-xx 

Net Vol. 36 oz. 

Manufactured by ETI H20, 

.. ,, .. · . . ,;.·.: 

_Route 14, P. 0. Box1517 
Lake City, FL 32024 

ACCEPTED 
with COMMENTS 

in EPA Lener Dated: 

JUN 2 6 200t 
Under lhe Federal Insecticide 
fungicide, and Rodooticide h:t c:s 
r.mendect, for the pesticide . 
registered under EPJ!, Rey. No. 

',7 ._-2 ~? n i7 -"!' 
/ //-;.L...· 



02/19/1995 22:41 301855~333 HENRV tvl .JACOBV PAGE 05 

Back Panel 
Ax. en 
EPA File Symbol 72977-E 
Revised June 21, 2001 

AXEN® Disinfectant Pump Spray kills bacteria on envirorunen·tal 
hard surfaces (painted, glazed tile, plastic, metal, glass, 
glazed porcelain) in your home and public places. It eliminates 
odors on hard nonporous surfaces that you come in contact '""i th 

everyday. Use AXEN® Disinfectant Pump Spray: 

In empty garbage cans 
In pet areas 
In sick rooms 
Under sinks 

In diaper pails 
In empty hampers 
On doorknobs 
In bathrooms 

Fast/Easy/Effective: A.XEN° Disinfectant is effective again::;t 
Salmonell~ chloreraesuis, Staphylocdccus aureus, and Pseudomonas 
aeruginosa organisms. Use anywhere in the home, public pl.::~.ces, 
or boats and vechicles where there are finished surfaces 
(painted, glazed tile, plastic, metal, glass, glazed porcelain} 
These include areas such as the laundry room, recreation T•:)Om, 
kitchen, bedrooms, closets, bathroom, attic and work areas. 
Interiors of boats and recreational vehicles, AXEN® Disinf·~ctant 
can be used in such are~s as the bathroom, kitchen and anyNhere 
there is a finished surfaces. AXEN® Disinfectant can be U:3ed to 
disinfectant recycling bini, diaper p~ils, garbage cans an·i other 
hard surface containers. 

Directions for Use 

It is a violation of Federal Law to use this product 1n a manner 
inconsistent with its lab~ling 

Surfaces that are heavy s:oiled with organic matter must be pre
cleaned prior to using this product. For disinfecting, th~ 

surface must. be completely w~t with AXEN® Disinfectant for 10 

minutes. The surface may then be wiped dry with a clean u~used 
towel. 

Storage 

Disposal 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storagE:]· or 
disposal. 
Do not reuse container. Rinse thoroughly before 
discarding in trash or recycling .. 

·• ·!. ;~ "'. . ACCEPTED 
with COMIViEN'TS 

in EPA Lener D~d~ 
JUN 2 6 ZODi 

Under ihe Fo-~sral !r.secticidP,, 
fUngicide, a.&d Roden~~'ide Act B!:> 

amended. fer me pesnclde, 
registered tmder EP:l\ Reg. No. 

7 v2' 9 /'} 'l·- c{L. 

/ [. 
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i~JENRY .JACOBY 
RlEGULATORY CONSID:LTAJ~IT 

To: Attn: Marshall Swindeii/Martha Terry 

Fax #: 1-703-308-8481 

Company: ETI H2Q, Inc. 

Subject: Axen and Axenohl R~submissions 

Sent: June 22, 2001 

MESSAGE: 

Marshall/Martha, 

From: Henry Jacoby 

Fax#: 301/865-4333 

Tel#: 301-865-9090 

Pages: 11 (including 
cover) 

I am faxing copies of resubmissions for Axenohl, EPA File Symbol 79277-R (revisecllabel and 
CFR) and for Axen, EPA File Symbol 79277-E (label revisions). The original will be Fed-Ex ed to 
you for delivery by Monday A.M .. I hope that you can work with the faxed copies to issue the 
registrations. Can you fax me a copy of registration notice and stamped label when approved. 

• • . -I"' 

THE INFORMATION IN THIS FAX. IS CON~IDENT!Al: -AND PRIVILEGED INFORMATION OR WORK PRODUCT. THE INFORMATION IS 
INTENDED ONLY mR THE USE OF THE PERSON OR. ENTITY TO WHOM IT IS ADDRESSED. IF YOU ARE NOT THE I~ITENDED 
RECIPIENT OR THE E.MPLOYEE OR AGENT RESPONSIBLE TO DELIVER IT TO THE INTENDED RECIPIENT, YOU ARE: HEREBY NOTIFIED 
THAI i;\~Y USE DISSElVliNATIOi'l DiSTR;SUTiOI'< .:li' COP"l"iNG , • .,;:: ''-iiS ,-,""''··"J:U'·':~ ;~!-·•~ 1<;: "'~"'C'' v '=''"',..,'·""'''''"' u:: vn• • ._,'\"~'= 
REcEivr::o THE. FAX 1N E:RROR, PLEASE IMMEDIAn~~ v NOTIFY us 8~ TEL~PHDNE~~ND.RETURN.TI~~ ·~Rioi'N'Al. -~iEsSAGE'T;; us. AT I 

t 6709 I LEX COURT, NEW MARKET, MD ;21 n4-:Z90/ VIA THE US POSTAL SERVICE. THANK YOU. 
···- ---- - '_,___ - - ---- ---- .-. 

-~'· t. ; . ' 1 ! 
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HENRY JACOBY 
REGULA TORY CONSULTANT 

PAGE 02 

6709 ILEX COURT 
NEW MARKET MD 21774 

PHONE: 301-865--9090 
FAX: 301-86~i-4333 

June 22, 2001 

.Environmental Protection Agency 
Office of Pesticide Programs 
Antimicrobial Division (H7507C) 
Mr. Marshall Swindell 
Room 308H Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Dear Marshall: 

Re: RESUBMISSION OF APPLICATION FOR NEW REGISTRATION 
Axen, EPA File Symbol 72977-E 
ETI H,O I INC . 

ETI H~o, Inc. has appointed Henry Jacoby to represent it as its 
agent befor~ the Office of Pesticide Programs of EPA. Please 
forward all correspondence relative to ETI H1 0, Inc to Henry 
Jacoby, 6709 Ilex Court, New Market, MD 21774. 

This letter is in response to the Agency's letter of June 21, 
2001, which requested several labeling changes. This lett~r 
transmits labeling revised as per your letter. 

The label has been revised as follows: 

1. The statements "It is a violation of Federal Law to use 
this product in a manner inconsistent with its labeli~g. 11 

has been added to the label; 
2. The term Streptococcus has been removed from the label; 
3. The word germ has been deleted; 
4. The word ··glazed'' has been added before porcelain and 

tile. 
5. The section under Fast/Easy/Effective has been revised to 

better describe the use areas; 

,, .. 

i 
/ 



02/19/1996 22:~1 3018654333 

Office of Pesticide Programs 
U. S. Environmental Protection Agency 
Attn: Marshall Swindell, PM 33 
RESUE!>liSSION FOR NEI-i REGISTRATI0:-.1 

EPA FILE SYMBOL 72977-E 

June 2·) 2001 
Page 2 

HENRY t•l jACOBY 

6. The label use directions have been revised by adding~ 
statement requiring pre-cleaning of heavy soiled (with 
organic matter) surfaces; 

7. The label has been revised to use the complete scientific 
name of the organisms. Staphylococcus aureus has also been 
added since testing was carried out with that organism also. 

8. The label use directions have been revised by revising 1 
minute to 10 minutes and by adding a statement requiring the 
surface to be completely wet for disinfecting. 

CONTENT OF SUBMISSION 
5 copies of labeling 

cc: A. Arata 
E. Woolson 

.... , .. 

Sincerely yours, 



HENRY JACOBY 
REGULATORY CONSULTANT 

6709 ILEX COURT · 
NEW MARKET, MD 21774 

Nay 2, 

Environmental Protection Agency 
Office of Pesticide Programs 
Antimicrobial Division (H7507C) 
Mr. Marshall Swindell 
Room 308H Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Dear Marshall: 

2 00 1.. 

PHONE: 301-865-9090 
FAX: 301-865-4333 

Re: RESUBMISSION OF APPLICATION FOR NEW REGISTRATION 
Axen, EPA File Symbol 72977-E 
ETI H_.0, INC . 

ETI H,O, Inc. has appointed Henry Jacoby to represent it as its 
agent before .the Office of Pesticide Programs of EPlL Please 
refer to the enclosed letter of appointment signed by Andrew 

.Arata, President of ETI Hp, Inc. 

Please fo~ward all correspondence relative to ETI ~o, Inc to 
Henry Jacoby, 6709 Ilex Court, New Market, Vill 21774. 

This letter is in response to the Agency's letter of March 26, 
2001 which delineated several deficiencies with the application. 

Regarding the inhalation toxicity test, ETI H,o, Inc is 
requesting a waiver from the requirement. See the attaclli~ent for 
further information. 

I believe the confusion over the efficacy study to which you 
refer to in your letter of November 29, 2000 has been cle~r€d up 
as a result of our meeting with your staff. It lS my 
understanding the AOAC use dilution study (MRID No.· 45016906) has 
been put into review. 

Enclosed is a data:~a~fix for silver and citric aci~ The ~ethod 
of support for this application is the "Selective Method." 1he 

.. .. ,, 
' 



Office of Pesticice Programs 
iJ. S. :=:n·-.rironmental Protection Agency 
Attn: l·larshall Sv;indell, Pt·l 33 

RESU!3rllSSION :::"OR NE1:1 REG!STRJ>.TION 

.i\xen 
EPA ~ILE SYMBOL 72977-E 

05/02/01 
?age 2 

application relies on the data references given 1n che Agency's 
Reregistration Eligibility Document (RED) for silver and citric 
acid. These documents relied .on information in the public 
literature to support the reregistration of silver and citric 
acid. Since the proposed uses of &\EN is not suqstantially 
different fiom the currently registered uses, th~ waivers given 
in the RED should app.ly to the toxicity and exposure data 
requirements needed to support _this application. The only 
exception to this is the two avian studies, which were submitted 
by Mason Chemical Company. ETI H20 has sent a offer to pay 
letter to Mason Chemical Company. 

CONTENT OF SUBMISSION 

1. 

2. 
3. 
4. 

EP.ZI. .Form 
EPA Form 
EP.ZI. Form 

8570-1 (EPA File Symbol 72977-E). 
8570-4 (two original copies). 
8570-34 (Selective method, using· cited data) 

EPA Form 8570 (agency internal cop~ and public file copy) for 
silver, citric acid and citric acid and silver. 

5. Request for a Waiver from Acute Inhalation Testing with 
supporting report. 

6. Five (5) copies of draft labeling. 
7. Agent appointment letter of April 27, 2001 

yours, 

.. " .--: 

. I 
'-



SEPA 

1. Company/Product Number 

United States 

Environmental Protection Agency 
Was hong ton DC 20460 

Application for Pesticide ·Section I 

Registration 
Amendment 
Other 

3. Proposed Cia ssolication 

72977-E 

4. Company/Product (Name) 

2. EPA Product Manager 

Marshall Swindell 

PM :I 
~None D Restroc 

Ax en 33 

s. Name and Aadress ol Applocant (Include ZIP Code) 

ETI H20 
Route 14. Box 1517 
Lake City, FL 32034 

6. Expedited Review. In accordance with FIFRA Section 3(c)C.: 
(b)(i). my product is similar or idenlical in composilion and labelir: 
to: 
EPA Reg. No. ______________________________ __ 

. D Check if this is a new address Product Name 

I Section · II 

I o· Amendment. Explain below. D 
D 
D 

Final printed labels in response to 
Agency letter dated 

~ Resubmission in response to Agency letter dated _3_12_6_1_0_1 ___ _ "Me Too· Application. 

0 Notification· Explain below. Other· Explain below. 

xplanation: Use additional page(s) il necessary (For section I and Section II.) 

Section -Ill 
1. Material This Product Will Be Packaged In: 

Child· Resistant Packaging 

~r::~.,,,, ~' s;;:"' ''"'''"'. 2. Type ol Container 

~Yes· ~ """ No 
Plastic 

No No Glass 

• Certihcation must II "Yes· No. per If "Yes· No. per 
Paoer 

be submit ted Unit Packaging wgtj container Package wgt container Other (Specify) 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

12] 0 Container ~ On Label 
Label On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product ~ Lithograph D Other 
Paper glued 
S lenciled 

Section ·IV 
1. Contact Point (Complete items directly below for Identification of individual to be contacted. if necessary. to process this application.) 

Name Title Telephone No. (Include Area Code; 

Henry Jacoby Agent (30 I) 865-9090 

Certification . I 6. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true. accurate and complete. ' Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or I (Stamped) 
both under applicable law. --

2. Signature 

~J)~~-
3. Title 

Agent, ETIH20 

4. Typed Nam{ 

'H'"'Y ):Lg'"' 
~-. /' ~ 15. Dal~ a;(_~ I ' 

i 0 /OL../U! ... 
-- .. - { ( . .. " 

. • r:~ EPA Form 85t0·1 (Rev. 8·94) Prevrous edtlrons core obsolete. W h rte EPA F.Ue....C.o p.v {.or.tg ~a!) 
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5UBt·1 ISS 1 ON B.ll_R CODE ~ ,559 ]()rJ~ 
. • J 

~=:'"""'·i-o:..:=f.::....:.i -=-== f;..l..~i...:~-::·~F~C:...:..:F=J~-"'-1--=-F=C~...:...F.;_, ....:.··"b...:...· :-=-~=--F·=! ·-=!_,C:c.:...~~=-=~ !'-'-:-:....;, ·':';..;...;/!'-'-~ -"'-S --=-F-=-8..:...R.'---"-RE=r;:..::,G.::_::. ~-S. 'TP_ll6 T 1 Ql:L( .. h M-r.!{nMF.NT s 

FILE SYMBOL/REG NO. PM 3_3 ACTION. CODE /% 7 
DESCRIPTOR fo ~ (h-. d.-J::A J,lfHI/ol 

.[ ] ·CHILD RtSI STANT·· PACKAGING: [· ) CERT-IF-ICATION--···· 
[ ) NON-RESIDENTIAL USE ONLY 
[ ] NOT APPLICABLE 

REGISTRATION TYPE: ' [ CONDITIONAL . [ UNCONDITIONAL 

PROPOSE~ ·cLASSIFICATION: ] GENERAL RESTRICTED USE 

DATE"ON "APPLICATION EPA RECEIVE DATE PM. RECEIVE :DATE·· 

) CITE-ALL 
[ ) SELE.CI'.IVE .... 
[ ·.) NOT SUBM-ITTED 
[ ] NOT".APPLIC.b.ELE···· 
[ f INCORRECT /RESUB, 

REVIEW (S) REOUES~EJ).·.. DATA 
' I PACK # 

CHEMISTRY 

EFFICACY 

TOXICOLOGY 

HED TOX .. 

ENVIRON.· FATE 

FISH/WILDLIFE 

DATE 
SEN!" 

[ ] SUBMITTED . 
[ ] .NOT SUBMI.T'f.E.;~--· ... 

. [ ] NOT APPLICABLE.. 
[ ] INCORRECT/RESUB ·· 

J 

DATE·· 
RETURN~ 

OTHER __ ~----------

,.. 
STATUS ____________ ._~---~·,·_~·~·--------------------------------

. .JUN 2 I 2001 
·R2SPONSE DATE 

. . 
···--· . ... . . . 



UNITED STATES ENViRONMENTAL FROTECTIOH AGENCY 

ETI Hp 
Route 14, Box 1517 
Lake City, FL 32054 

Attention: Henry Jacoby, Agent 

Subject: Axen 
EPA File Symbol 72977-E 
Letters Dated April 24, 2001 and May 2, 2001 

JUN 2 I 2001 

The Agency has determined that your application is incomplete. Before the Agency can 
continue processing your application you must satisfy the deficiencies below. 

LABELING . 

Submit five (5) copies of draft labeling revised in accordance with the following instructions. 

1. Include the following statement directly below the "Directions For Use" heading. 

"It is a violation of Federal Law to use this product in a manner inconsistent with its 

labeling." 

2. No efficacy data were submitted for <:mY Streptococcus ssp. The term "Streptococcus" 

must be removed. 

4. Refer tO. the Efficacy Review for additional labeling comments. 

EFFICACY 

The submitted efficacy data were found to be acceptable. However, refer to the attached 
efficacy review under "LABELING" for labeling deficiencies and revise accordingly. 

. ACUTE TOXICITY 

As per the Agency's letter dated March 15, 2001, the following acute toxicity data (Oral, 
Sensitization, Dermal, Eye;iLrfitat_ion,_..Skin Irritation) studies are acceptable. A waiver request 

for rhe ~c:ate hrhah.ttion ~tt!d·;· ·~ras ~~se ie~RQ ~;;~t<~ble Elease tdet io ibe atia~b~d tg~i~itv 
. .COHCU C!S 

svMaot.. • review tort e results or u e acme 1 . m ~lUUJ. . :) ................................ ··- ................. i .................... StJRNAME · ·-•••••••• ••• • • •••••••••• •••••• . ··-............. ..................................................... 1 ............ DATE . . ...... •"••e~•••••••••••• ·•••••••••••••••• ................. 
! ................. 

: ,·\ 
I . ..•............. 

r 

EPA Form 132<>-1A (1190) Prinlcd on Recycled Paper OFFICIAL FILE COPY 

' 
·:) 



Page 2 

PRODUCT CHEMISTRY/CSF 

The Product Chemistry Data was found to be acceptable: The Confidential Statement of 
Formula (CSF) dated June 2, 2001 is in compliance with PR Notice 92-1, agrees with the label 
and is acceptable. 

However, on your CSF, the total weight in. item #17 must be included. Submit a new CSF for 
our records. 

This letter does not constitute registration and the product may not be lawfully marketed until 
all the required information has been submitted for review and found acceptable. 

If you have any questions_ concerning this letter, please contact Martha Terry at (703) 305-
6982. 

Attachment 

Sincerely, 

ifj~tt/~~~ a(_(/ 
arshall Swmdell · 

Acting Product Manager 33 
Regulatory Management Branch 1 
Antimicrobial Division (7505C) 

.. 
"'·.!' 



Front Panel 
Ax en 
EPA File Symbol 72977-E 
revision May 2, 2001 

Stabilized Ionic Silver 

Hard Surface Disinfectant 

Active Ingredient 
Silver* ............................................. :.-···················. 0. 0012% 
Citric Acid ......................................................... 4. 8400% 

Other Ingredients .......................... : ..... , ................ 95.1588% 
Total 100.0000% 

* Electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

EPA REG. No. 72977-E EPA EST. No. xxxxx-x-xx 
Manufactured by ETI Hp, 

Net Vol .. 36 oz. 

r 
' .. 

Route 14, P. 0. Box1517 
Lake City, FL 32024 



Back Panel 
A}:en 
EPA File Symbol 72977-E 
Revised May 2, 2001 

AXEN® Dis.infectant Pump Spray kills bacteria on enviro:r.mental 
hard surfaces (painted, tile, plastic, metal, glass, porcelain) 
in your home and public places. It eliminates germs and odors on 
hard nonporous surfaces that you come in contact with everyday; 
Use AXEN® Disinfectant Pump Spray: 

In empty garbage cans In diaper pails 
In pet areas In empty hampers 
In sick rooms On doorknobs 
Under sinks In bathrooms 

Fast/Easy/Effective: Use on finished surfaces in basements, 
closets, attics, laundry roo~s, storage areas, vacation homes, 
boat interiors, shower stalls, and recycling bins. AXEN® 
Disinfectant Pump Spray is effective against Salmonella, 
Streptococcus, and Pseudomonas organisms. 

Directions for Use 

To disinfect, spray surface with AXEN® Disinfectant and let stand 
forl minute. 

STORAGE AND DISPOSAL 

Storage Do not contaminate water, food or feed by storage or 
disposal. 

Disposal Do not reuse container. Rinse thoroughly before 
discarding in trash or recycling. 

,... 
• .A. 



DP BARCODE: D274407 

CASE: 068118 
SUBMISSION: S596157 

DATA PACKAGE RECORD 
BE.ll.N SHEET 

Dll.TE: 04/25/01 
Page 1 of 1 

* * * CASE/SUBMISSION INFORMATION * * * 

CASE TYPE: 
CHEMICALS: 

ID#: 072977-E &~EN 
COMP.ll.NY: 072977 ETI H20, INC. 
PRODUCT MJl.,NAGER: 33 f'.'lARSHALL Sl'i!INDELL 703-308-6341 ROOI.'J: CS1 6B 
PM TEAM REVIEI.VER: MARTHA TERRY 703-308-6217 ROOfvl:. CS1 6\.'110 
RECEIVED DATE: 04/24/01 DUE OUT DATE: 08/22/01 

* * * DATA PACK~GE INFORMATION * * * 

DP BARCO SENT: 04/25/01 DATE RET.: I 
I:HEMICAL: 

P TYPE: 001 
CSF: N LABEL: y 

ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 07/29/0l 
l(-!Z0!ol DIV : AD I I NEGOT DATE: 7 122-/0{ 

BRAN: PSB q- /1.f I 01 I I PROJ DATE: I .I 
SECT: EET 4- 1-z.v /o \ I I 
REVR: V)~ S/3 /O I I I 
CONTR: I I ;· I 

* * * DATA REVIEW INSTRUCTIONS * * * 

Please review the Efficacy Data (AOAC Use Dilution Test -
MRID#450169) to support the new product for registration. 
This Data is for both registrations (72977-R and 72977-E) . 
Also, included in this package is a copy of the company 
current proposed labels for both products and a copy of our 
"Minutes of Meeting which was held on 3/24/01 for both 
products. Thanks 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

I 

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL 



Front Panel 
Ax en 
EPA File Symbol 72977-E 
revision May 2, 2001 

Stabilized Ionic Silver 

Hard Surface Disinfectant 

Active Ingredient 
Silver* ......................................................... :_ ......... 0. 0012% 
Citric Acid ......................................................... 4. 8400% 

Other Ingredients ................................................. 95. 1588% 
Total 100.0000% 

* Electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

EPA REG. No. 72977-E .EPA EST. No. xxxxx-x-xx -
11anufactured by ETI H

2
0, 

Net Vol. 36 oz. 

Route 14, P. 0. Box1517 
Lake City, FL 32024 

( \: ., . 
/ \ \ 

\ \ 



Back Panel 
.'\xen 
EPA File Symbol 72977-E 
Revised May 2, 2001 

AXEN® Disinfectant Pump Spray kills bacteria on environmental 
hard surfaces (painted, tile, plastic, metal, glass, porcelain) 
in your.home and public places. It eliminates(~nd odors on 
hard nonporous surfaces that you come in contac~~h everyday. 
Use AXEN® Disinfectant Pump Spray: 

In empt.y garbage cans In diaper pails 
In pet are.as In empty hampers 
In sick rooms On doorknobs 
Under sinks In bathrooms 

Fast/Easy/Effective: Use on finished surfaces in basements, 
closets, attics, laundry rooms, st6rage areas, vacation homes, 
boat interiors, shower stalls, and recycling bins. AXEN® 
Disinfectant Pump Spray is effective against Salmonella, 
Streptococcus, and Pseudomonas organisms. 

Directions for Use 

To di~ . .inf.eJ:t, spray surface with AXEN® Disinfectant and let stand 
for .. f'.rninu~-·) 

1 0 
~ 

'-........ .~...... \ ~ 
·-·-·-------- . 

STORAGE AND DISPOSAL· 

Storage Do. not contaminate water, food or feed by storage or 
disposal. 

Disposal Do not reuse container. Rinse thoroughly before 
discarding in trash or recycling. 

\ 'J 



UNITED ST/;TES ENVIRONMENTfl.L PROTECTION AGENCY 
WASHINGTON, DC 20460 

OFFICE OF PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Antimicrobials Division 

May 30, 2001 

MEMORANDUM: 
Subject: 

From: 

To: 

Thru: 

Thru: 

Applicant: 

Efficacy Review EPA Reg. No. 72977-R and 72977-E Axenohl and Axen 
DP B.arcode 274402 and 274407 
Case No. 065218 and 652118 

Nancy Whyte, Microbiologist t\tcJ 
Efficacy Evaluation Team 
Product Science Branch 
Antimicrobials Division (751 OC) 

Marshall Swindeii/Karen Leavy-Munk 
Regulatory Management Branch I 
Antimicrobials Division (7 51 OC) 

Emily Mitchell, M.S., Team Leader 
Efficacy Evaluation Team 
Product Science Branch 
Antimicrobials Division (7510C) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (7 51 OC) 

ETI H20 
Route 15, PO Box 1517 
Lake City FL 32024 

Formulation Label: %by wt. 
Active lngredient(s) 
Silver* 0.0012% 
Citric acid 4.8400% 
Inert lngredients .................................................... 95.1588% 
Total. ................ : .................................................. 1 00.0000% 
*Electronically generated silver ions 

I. Background: 

The registrant has submitted two data packages for review of efficacy data t0 support 

Page 1 of 4 

l ... .. ; 
····-; 

.! .I ! 

·' 



the registration of both a manufacturing-use product and an end-use product. The MUP 
(Axenhol) is used to formulate end-product disinfectants. The end-product (Axen) is distributed 
in a spray bottle for disinfection of hard, non-porous environmental surfaces in homes and 
and institutions. The efficacy data was conducted on the MUP and submitted for review in one 
volume (MRID No. 450169-06). 

II. Use Directions: 

The directions for use printed on the label for Axen specify that surfaces to be 
disinfected should be sprayed with Axen and allowed to stand for one minute. There are no 
other directions for use on the end- product label. The MUP Axenhollabel states that the 
product is to be diluted ! : 199 with 4. 76% aqueous citric acid for manufacturing use only. 

Ill. Agency Standards for Proposed Change: 

The Agency standard for hard-surface, non-porous surface disinfectants is found in 
· DIS-TSS-1 and -2 which specifies that the Association of Official Analytical Chemists (AOAC) 

Use-Dilution Test or Germicidal Spray Product Test be used in testing. This procedure requires 
that sixty carriers must be tested against each of both Salmonella choleraesuis, A TCC 1 0708 
and Staphylococcus aureus, A TCC 6538, with each of three batches of the product, one of 
which must be at least 60 days old. If the product is to be used in health care facilities, the 
product must also be tested against Pseudomonas aeruginosa, A TCC 15442 ( 180 carrie·rs per 
sample, a total of 40 carriers) The product must demonstrate that it kills all organisms on 59 
out of each 60 carriers in order to support label claims for its effectiveness against these 
organisms. If additional disinfectant claims are made for other organisms, ten carriers for each 
specific organism must be tested with each of 2 samples, representing different batches (1 0 
carriers per sample, a total of 20 carriers for each organism). Killing of all organisms on all 
carriers is required to demonstrate effectiveness. 

IV. Summary of Submitted Study: 

Efficacy testing to support registration requirements for this product were conducted 
by MicroBioTest, Inc. in Sterling, Va. in October 1999. A Good Laboratory Practices State
ment was included with results of the efficacy study. According to the protocol included in 

. the data submitted to the Agency, the testing procedure followed the AOAC Official Methods 
of Analysis, 151

h edition. 1990 Use-Dilution Test. Three lots of Axenhol, Lot #AG-006, 
prepared in April 1999, Lot #8991, prepared in September 1999, and Lot #8995, prepared also 
in September 1999 were used as the testing material. The samples received from the 
registrant were prepared at the testing facility by adding one gram of the active test agent to 
199 grams of 5%(w/w) citric acid solution to achieve a 200-gram final dilution. This dilution is 
equivalent to the ready-to-use end-product Axen. No organic soil load was added. Polished 
stainless steel penicylinders were used as carriers. Strains of Salmonella choleraesuis, A TTC 
10708; Staphylococcus aureus, ATCC 6538, and Pseudomonas aeruginosa, ATCC 15442 from 
stock culures were transferred daily for three consecutive days prior to use. Gram stains were 
used to verify growth. The inoculated cylinders were exposed to the product samples for 10 
minutes at 20° +/-! C. The inoculum confirmation counts for each organism were as follows: 
Sal. choleraesuis, 1. 1 X 1 08

,' S: ·(lure us ' 4. 2 X 108
, and Pseudomonas aeruginosa' 1. 1 X 1 08 

0 

Following incubation 2t 37 +I- 2° C for 48. hours, 59 of 60 carriers showed r.o growth when 
exposed to the !)rodur.t f0r 10 minutes, confirming the effecth,eness of the ~rod'..!C!. AI! sterility 
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and viabiliiy control cultures met the criteria for a valid test. 

V. Labeling: 

1. This label is need of a complete re-working. 

2. The word "germs" must be removed from page two of the label. 

3. The terms "tile" and "porcelain" must be preceded by the word "glazed" 

4. In the section Fast/Easy/Effective: the specific items and locations in basements, 
attics, storage areas, vacation homes , and boat interiors must be listed. These 
areas are too general for label claims. 

5. No efficacy testing has been done for any Streptococcus ssp. The term "Streptococcus" 
must be removed. 

6. Since no organic soil load was added in the efficacy testing procedure, a pre-cleaning 
step should be included-in the directions especially in sick rooms, pet areas, and diaper 
pails 

7. The complete scientific names of the organisms tested for which label claims are made 
should be listed; i.e., Salmonella choleraesuis, Pseudomonas aeruginosa, 
Staphylococcus aureus 

8. ·The exposure time listed on the label for Ax en is I minute. Efficacy testing was 
conducted with an exposure time of 10 minutes. The words "one minute" must be 
replaced with "ten minutes". Additional directions for completely wetting the surfaces , 
and any directions for removing any excess product must be added. 

VI. Comments and Recommendations: 

1. The manufacturing-use product Axenhol when tested at a !: 199 dilution (equivalent 
to the end-use product Axen) demonstrated effectiveness against Sai17Jone/la cholerae
suis, ATCC 1 0708, Staphy/occocus aureus, A TCC 6538, and Pseudomonas 
aeruginosa, A TCC 15442 exposed to the product for ten minutes. 

2. The use of an organic soil load should be considered for future testing of other 
organisms that might be added to label claims. 

,. 
v •. ,.. 
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Product Manager Please Note: 

Please arrange a meeting with the registant's consultant Mr. Jacoby to conduct a full label 
review of these products and give him instructions on how to format an acceptable label. 
He is aware that the attached label is woefully inadequate. 

.; "'!. 
r 
- ;.·. 
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DP BARCODE: D274823 

CASE: 068118 DATA PACKJl.GE RECORD DATE·: 05110101 
SUBMISSION: S597003 BE~~ SHEET Page 1 of 1 

* * * C.Z\SEISUBMISSION INFORMATION * * * 

CASE TYPE: 
CHEI·iJICALS: 

ID#: 072977-E AXEN 
COMPANY: 072977 ETI H20, INC. 
PRODUCT MANAGER: 3 3 MARSHALL SvliNDELL 
PM TEAM REVIEWER: MARTHA TERRY 
RECEIVED DATE: 05108101 DU~ OUT DATE: 

703-308-6341 
703-308-6217 

09105101 

* * * DATA PACKAGE INFORMATION * * * 

DP BARCODE:· 274823 EXPEDITE: N DATE SENT: 05110101 . . . ~ 
CHEMICAL: • . • :-- ., ·-. ,, - :~. • __ .:·· • •• . ... -.... ~; • • •• =,'-

lP TYPE: 001 
CSF: y LABEL: Y 

ROOM: CS1 
ROOM: CS1 

DATE RET.: 

6B 
6W10 

I 

.Z\SSIGNED TO 
DIV : AD 
BRAN: PSB 
SECT: CTT , 
REVR : i<}J. ( ai_C 
CONTR: 

DATE IN 
.s) /OIO/ 
6.--l It> It> I 
.J7 iOIOf 
5 ll'f IDi 

DATE 
I 
I 
I 
I 
I 

OUT 
I 
I 
I 

ADMIN DUE DATE: 08113/01 
NEGOT DATE: I? IS/() I 

PROJ DATE: 7 /.)_/ / 0 I 

DP BC 
274821 

I 
I I I 

* * * DATA REVIEW INSTRUCTIONS * * * 

Attention: Wallace Powell 
PLEASE REVIEW: This package contains a data waiver request 
for an acute inhalation study, NEW LABEL and a revised CSF, 
along with other documentations to support this new 
chemical.· Thanks 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

BRANCH/SECTION 
PSBICTT 

., "!. 

DATE OUT 
05110/01 

DUE BACK 
08/13/01 

INS 
y 

CSF 
y 

LABEL 
y 

"'/\ 
./ 1 ~ 

i ' \ 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTOI~, D.C. 20460 

June 21, 2001 

MEMORANDUM 

Subject: 0274823 
AXEN, EPA File Symboi 72977-E 

From: Wallace Powell, Biologist fjtj.D /.r1f!J 
Product Science Branch ,·· 

01 
_

11
( 

0 
/-

Antimicrobials Division (7510C) v c..' 

Thru: Karen P. Hicks, Team Leader 
Chemistry/Toxicology Team 
Product Science Branch 
Antimicrobials Division (7510C) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (7510C) 

To: Marshall Swindell, Product Manager, Team 33 
Martha Terry, Team Reviewer, Team 33 
Regulatory Manageme·nt Branch I 
Antimicrobials Division (7510C) 

BACKGROUND 

OfFICE"OF 
PREVENTION, PESTICIDES 
;NO TOXIC SUBSTANCES 

The applicant, ETI H20, Inc. (as represented by an agent), has submitted a package 
for registration of the subject product, AXEN. The package includes requests for 
waiver of acute oral toxicity, acute dermal toxicity, acute inhalation toxicity, skin 
irritation, and skin sensitization data. The acute inhalation waiver requests is 
accompanied by a submitted rationale. The other four·waiver requests are 
accompanied by citation of the age~cy's Citric Acid Reregistration Eligibility Decision 
(RED) document. For the eye irritation requirement, a study on AXEN (MRID 
450165-01) was previo~sly a~cepted. 

AXEN is labeled as a hard surface disinfectant pump spray product containing the 
active ingredients silver (as ions, 0.0012% of the formulation by weight) and citric 
acid (4.84% of the formulation by weight). 
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RECOMtv1ENDATION 

Eye irritation 

Eye irritation has been assigned to Category IV, based on fv1RID 450165-01 (refer 
to 05/08/00 Product Science Branch memorandum, Data Package D263138). 

Acute oral and acute dermal toxicity, skin irritation 

The applicant has cited the Citric Acid RED to support these data requirements. 
, Based on the product formulation, the acute toxicity and skin irritation of AXEN is 
expected to be similar to what the citric acid component would be, at its, 
concentration of 4.8%. This is far less than the concentration which the Citric Acid 
RED characterizes as mild with respect to systemic acute toxicity. Therefore, 
Product Science Branch (PSB) recommends Category IV for acute oral and acute 
dermal toxicity. 

The RE.D characterizes technical grade citric acid as a moderate skin irritant. 
However, because 4.8% is far less concentration than technical grade and because 
the submitted eye irritation study for AXEN indicates eye irritation Category IV, skin 
irritation Category IV is also expected. 

As further support for Category IV, note that in a 03/15/01 agency letter, the 
applicant's other product Axehnol (EPA File Symbol 72977-R) was assigned Toxicity 
Category IV for acute oral and acute dermal toxicity and for skin irritation, based on 
submitted studies (refer to 02/03/01 PSB memorandum, Data Package D270802). 
AXEN has similar components but is far less concentrated than Axehnol. 

Skin sensitization 

PSB recommends classification of AXEN as Non-sensitizer. The applicant has cited 
the Citric Acid RED document, which of course indicates no concern regarding skin 
sensitization for that chemical. The small set of additional chemicals in AXEN are 
not expected to add significant skin sensitization potential at the concentrations 
present. 

Acute inhalation toxicity 

The request for waiver of acute inhalation toxicity data is acceptable, for the 
following reasons. 

• Based on the product formulation, the acute toxicity of AXEN is expected to be 
similar to what the citric acid component would be, at its concentration of 
4.8%. This is far less than the concentration which the Citric Acid RED 
characterizes as'rG_iid .with respect to systemic acute toxicity. 

~ Based on the Category IV data mentioned above for Axehnol (EPA File Syrnboi 
72977-R), which is more concentrated than AXENr the acute toxicity of AXEN 
is expected to be quite mild. 
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o Although some inhalation exposure is expected, it is not expected to be 
particularly great, as the applicant points out. (No aerosol application appears 
on the label, and the product is ri"ot expected to be highly volatile.) This of 

. course is not sufficient waiver justification in itself, but it is some~:vhat 
meaningful in association with the above comments. 

Summary 

An acute toxicity .regulatory status for the subject product is summarized in the 
following table. 

··Status{ Acute Tox .. Category . . DataR~quirement 
•.· ; .. 

· ··. Me~_n.s: ~r:~'tJ'pt)(;i\:::: 
Acute Oral Toxicity Waiver request and RED citation Waived/ IV 

Acute Dermal Toxicity Waiver request and RED citation Waived/ IV 

Acute Inhalation Tox. Waiver request and RED citation Waived/ IV 

Eye Irritation Previously submitted study, Acceptable/ IV 
MRID 450165-01 

Skin Irritation Waiver request and RED citation Waived/ IV 

Skin Sensitization Waiver request and RED citation Waived/ Non-sensitizer 

Product Labeling 

The human-hazard precautionary statements on the proposed product label 
identified as "revision May 2, 2001," a·re acceptable. (They are "KEEP OUT OF 
REACH OF CHILDREN" and "CAUTION".) No first aid statements are required. 

~ \ ., 
... : •.,. 

:·, 
' . 



DP BARCODE: 0274821 

... 
:/.1;Y;J':•) ,~ .. :, 
·-~:.:.I.,_L&·'·"-' 4' 

~: -::..~.~~"+i 
~ 

CASE: 068118 
SUBMISSION: S597003 

OAT?. PACKAGE RECORD 
BE.i\N SHEET 

DATE: 05/10/01 
Page 1 of 1 

.. 
* * * CASE/SUBMISSION INFOR~~TION * * * 

CASE TYPE: .REGI?~Rf.TION ___ ACTION: 189 RESB FOPA-OC-ME TOO 
CHEr.'JI CJI.LS: 

·- .. ·-·. ·----·------··· --.--·-··-···-·---···· 

ID#: 072977-E AXEN 
COMPANY: 072977 ETI H20, INC. 
PRODUCT fv"!ANAGER: 3 3 MARSHALL SWINDELL 
PM TE?.M REVIEWER: MARTHA TERRY 
RECEIVED DATE: 05/08/01 DUE OUT DATE: 

703-308-6341 
703-308-6217 

09/05/01 

* * * DATA PACK~GE INFORMATION * * * 

DP BARCODE: _}748_~1 __ 
CHEMICAL: 
DP TYPE: 001 

CSF: y 

EXPEDITE: N DATE SENT: 05/10101 

LABEL: Y 

ROOM: CS1 
ROOM: CS1 

DATE RET.: I 

6B 
6W10 

I 

ASSIGNED TO 
DIV : AD. 

BRAN: P~SB . 
SECT: CJT , t;,· 

DATE IN 
uj/tJ /ttl 1 
.s-I 1i I P 1 
0/ olcf 

·oATE 
I 
I 
I 
I 
I 

OUT 
I 
I 

ADMIN DUE DATE: 08/13/01 
NEGOT DATE: J 15 /0/ 

PROJ. DATE: 7 /.:2/ I 0 I 
I 

REVR :I t.<;,t 
CONTR: fj 

5jf jOI I 
I 

DP BC 

* * * DATA REVIEW INSTRUCTIONS * * * 

Attention: ·Nancy Whyte 

Please review the revised CSF, NEW LABEL, and MSDS along 
with other documentations to support the new chemical for 
registration. This -information was requested by the Agency 
per meeting with the company, ETI H20, on 4124101. · 

PLEASE NOTE: Nancy has the original package for this new 
·chemical. Please give directly to her. Thanks 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * . 

BRANCH/SECTION DATE OUT DUE BACK INS CSF. 

., . ~ . ~-•.: 

LABEL 

;. . \ 
~ I .. ; 



UNITED STATES ENVIRONMENT?.L PROTECTION AGENCY 
:.wASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTiON. PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Product Chemistry Review of Axen 

TO: 

DP Barcode: D274821 
Manufacturing-use [X] 

Reg. No. or File Symbol: 72977-E 
End-use Product [] 

Active Ingredient Composition: 
Silver* ........................................................................... 0.0012 °/o 
Citric acid .................................... .-................................ 4.8400°/o 
* electrolytically generated silver ions 

FROM: 

Marshall Swindell PM 33 ~ 

Alex Traska, Chemist i)Pl 
Product Science Branch, CT Team 
Antimicrobials Division (751 OC) 

THRU: 

THRU:· 

Karen P. Hicks, CT Team Leader 
Product Science Branch 
Antimicrobials Division (75 I OC) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (751 0 C) 

BACKGROUND: 

This re-submission, in support of the new product registration of Ax en 
(EPA Reg. No. 72977-,9. Y~m .end-use hard surface disinfectant was submitted by 
regulatory consultant Heilry'Ja2-oby, on behalf of the registrant, ETI H20, Inc. 

This re-submission, in suppm1 of the Axen registration, which is in response 



to the 1\1arch 26, 2001 Agency letter. In this letter a nu.mber of critical deficiencies 
were noted. This re-submission addresses the corrections which were requested in 
the Agency letter. 

The following•documents were submitted and examined in the chemistry 
review of this submission: agent's cover letter dated May 2, 2001, application 
covering this re-submission dated 5/2/01, revised Basic Formulation CSF for 
Ax en dated 5/2/0 I, Certification with Respect to Citation of Data dated 
512101 which opted for the selective method of support, Data Matrix dated 5/2/01 
for silver and citric acid, technical information covering citric acid and revised 
product label dated 1\tiay 2, 2001. 

FINDINGS: 

1. Citric acid or its synonym, anhydrous citric acid, is nmv identified as an active 
ingredient in the CSF and on the label. 

2. All other deficiencies noted in the prior review have been adequately addressed. 

3. All other elements of the submission and CSF were acceptable. 

RECOMMENDATIONS: 

This re-submission, in support of the new product registration of Ax en, is 
accepted. 

06115/01 AT 
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·unn>o l'~'O"' cowpreung rorm r·or:n Approved OMB No. 2070-0060 P.op;ovat enJi;es n;.,;.gg 

United States § Registration 
uPP tdentilie: Numt-er 

&E.PA Environmental Protection Agency Amendment 
Washington DC 20460 Other 

Application for Pesticide- Section I 

I'· Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

72977-E Marshall Swindell 
~None D Res.tricted 

,d. Company/Froduct (Name) PM# 

Ax en 33 

s. Name and .1-.odress of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

ETIH20 (b)(i), my product is similar or identical in composition and labeltng 

Route 14, Box 1517 to: 

Lake City, FL 32034 EPA Reg. No. 

D Check if this is a new address Product Name 

Section·. II 

D D ' 
Amendment- Explain below. Final printed labels in response to 

Agency letter dated -
~ Resubmission in response to Agency letter dated 3/26/01 D "Me Too" Application. 

n Notilication- Explain belo\'1 . D Other- Explain below. 

. planation: Use additional page(s) if necessary. (For section I and Section II.) 

Section • Ill 
1. Material This Product Will Be Packaged In: 

Child-A esistanl Packaging 
~P::•;g;og ~j' ·,·;:"· p'"'';"' 

2. Type of Container [Z] Yes' ~ M"oi No Plastic 
· No No Glass 

• Certification must If "Yes· No. per If "Yes· No. per 
Paper 

be submitted Unit Packaging wgtj container Package wgt container Other (Specify) 

:1 Location of Net Contents lnlormation 4. Size(s) Retail Container S. Location ot Label Directions 

_j 0 Container ~ On Label 
label On Labeling accompanying product 

6. Manner in Which label is Affixed to Product ~ lithograph 0 Other 
Paper glued 
Stenciled 

Section_· IV 
1. Contact Point (Complete items directly below for Identification of individual to be contacted, if necessary, to process this application.) 

Name Title Telephone No. (Include Area Code) 

Henry Jacoby Agent (301) 865-9090 

Certification ,6. Dale Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

I acknowledge that any knowingly false or misleading statement may be punis~able by fine or imprisonment or 
(Stamped) 

both under applicable law. 

!. Signa lure 

~CkLc:, 
3. Title 

Agent, ETI H20 

. Typed Nam{ 
, 
// ,/ I .- .. : 

5. Date :. .. , ~~/I I 

Henry Jacoby, Agent ,5 jcJ.. I);' I ·-
---...._.;,-------------~---\........,.::~_,.--~"'-----·--_j_··---·-----' ,. 
:PA Form 8570·1 (Rev. 8-94) Previous editions are obsolete. Whiie ·EPA FJJe..C.op..y (~HJgina!:• ~e 1 1ow ·Applicant C(}ff 



Form ~pproved 01.18 No. 20/C-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reducrion Acl Nolice: The public reponing burden for !his colleclion c.l. informal•on is eslimaled 10 average 1 25 hours per response lor reg•slralion 
and 0.25 hours per response for reregislralion and special review acli,•ilies. including lime for reading lhe inslruclions and com pie ling lhe necessaPf forms Send 
commenrs regarding burden eslimale or any olher a speer of !his collection ol inlormalion, including suggestions lor reducing lhe burden to: Direcror. OPPE 
Information Managemenl Division (2137). U.S. Environmenral Proteclion Agency, 401 M Srreer. S.W .. Washingron, DC 20460. 

Do nor send the complered lorm to lh•s address. 

Certification with Respect to Citation of Data 

Applicant's/Registrant's Name. Address. and Telephone Number 

ETI H20, Route 14, Box 1517, Lake City, Fl 32054 

Acrive lngred•enl{s) and/or representarive test compound(s) 

Silver & Citric Acid 

General Use Pauern(s) (lis I all those claimed for this producl using 40 CFR Pari 158) 

Manufacturing Use Product 

EPA Registration Number/File Symbol 

72977-E 

Dare 

Product Name 

Ax en 

NOTE: 11 your product is a 100% repackaging of another purchased EPA-regislered product labeled lor alllhe same uses on rour label. you do not need to 
submit this form. Youmust submil the Formulator's Exemplion Slalement (EPA Form 8570-27). 

D 

1 am responding to a Dala-Call-ln Norice, and have included wilh lhis form a lisl of companies senr offers of compensarion (lhe Dala Matrix form should 

be used for rhis purpose). 

SECTION 1- METHOD OF DATA SUPPORT (Check one method only) 

1 am using the cite-all merhod ol supporl. and have included wilh lhis form 
a lisl of companies senl offers of compensarion (lhe Dara Malrix form 
should be \JSed for lhis purpose). 

f am using the selecrive merhod of supporl (or cite-all oplion 
under lhe selective method). and have included wilh this form a 
compleled list of data requirements (lhe Dara Ma!rix form musl be 
used). 

SECTION II: GENERAL OFFER TO PAY 

(Required if using lhe cite-all merhod or when using lhe eire-all oplion under lhe seleclive method to sarisly one or more dara requiremenl.) 

D f hereby offer and agree ro pay compensarion. to other persons. with regard 10 lhe approval of this applicarion, 10 the exrenl required toy FIFRA. 

SECTION Ill: CERTIFICATION 

I cerlify !hal !his application for regisrralion, lhis form lor reregislralion. or !his Dala-Call-ln response is suppon~u "Y al' dala submilled or ciled in rhe 
.pplicarion lor regis!ralion, lhe form for reregislralion. or rhe Dara-Call-ln response. In addirion, if lhe eire-all oprion or cire-o.li c,p,ion under rhe selecrive merhod is 

indica led in Sec lion I, I his application is supporled by all data in lhe Agency's Iiles lhal (t) concern lhe. properlies or elfecrs olrhis producl "'' an ir1enlical or 
subsranrially similar pro duel, or one or more of rhe ingredients in Jhis producl; and {2) is a lype of dala thai would be required robe submilkt cr.Jer rhe dara 

requiremenrs in ellecr on lhe dare of approval ollhis applicalion ilrhe applicalion soughllhe inilial regisJralion ol a product of idenrical or ·imilar composirion and 
uses . 

I cerlily !hal for each exclusive use sludy ciled in supporl of lhis regislrarion or reregisrration. lhal I am the original dara submilter or lhar I have oblained 
lhe wrilten permission ollhe original dara submilter to eire lhal srudy. 

I cenify lhal for each srudy ciled in supporl ollhis regisrralion or reregislralion lhal is nor an exclusive use sludy. eirher: (a) I am rhe original dala 
submiller; (b) I have obtained rhe permission olrhe original dala submiller louse the sludy in supporl of lhis applicalion: (c) all periods of eligibilily lor 
compensalion have expired for lhe sludy; (d) lhe sJudy is in lhe pu~lic lilerarure; or (e) I have nolilied in wriling lhe company !hal submilted rhe srudy and have 
ollered (1) ro pay compensalion to Jhe exrenl required by secrions 3(c)(t)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negorialions ro determine rhe 

amounl and rerms ol compensalion, il any, to be paid lor lhe use of the srudy. 

1 cenily !hal in all inslances where an oller of compensaJion is required, copies ol all oilers 10 pay compensarion and evidence of rheir delivery in 
accordance wilh seclions 3(c)(1)(F) and/or 3(c)(2)(B) ol FtFRA are available and will be submilled IO lhe Agency upon requesr. Should I faillo produce such 
evidence lo rhe Agency upon requesl. I undersrand !hat rne Agency may iniriale acrion 10 deny. ~ancel or suspend lhe registration ot my producl in conlormiry w•lh 
FIFRA. 

r 

1 certify lhat the statements I have ~~ade on tliisform and all attachments to it are true, accurate, and complete. I acknowledge that any, 
knowingly. false or misleading stalement may be punishable by fine or imprisonment or both under applicable law. 

Signa lure 

EPA Form 8570·34 (9-97) Elecl~ and ~r versions#ilable. Submil only Paper version. 

Typed or Prinled Name and Tille 

Henry Jacoby, Agent 

. . ~" ; 
' \· 

\ I 
i ) 

PREPARED BY HENRY JACOBY (301-B65-90nr)) 



Front Panel 
Ax en 
EPA File Symbol 72977-E 
revision May 2, 2001 

Stabilized Ionic Silver 

Hard Surfac~ Disinfectant 

Active Ingredient 
Silver* ................................................................... 0.0012% 
Citric Acid ......................................................... 4. 8400% 

Other Ingredients ................................................. 95. 1588% 
Total 100.0000% 

* Electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

EPA REG. No. 72977-E EPA EST. No. xxxxx-x-xx 
Manufactured by ETI H

2
0, 

Net Vol. 36 oz. 

,.. 
., '!- . ·.·.;.. 

Route 14, P. 0. Boxl517 
Lake City, FL 32024 



Back Panel 
Ax en 
EPA File Symbol 72977-E 
Revised May 2, 2001 

AXEN® Disinfectant Pump Spray kills bacteria· on environmental 
hard surfaces (painted, tile, plastic, metal, glass, porcelain) 
in your home and public places. It eliminates germs and odors on 
hard nonporous surfaces that you come in contact with everyday. 
Use AXEN® Disinfectant Pump Spray: 

In empty garbage cans In diaper pails 
In pet areas In empty hampers 
In sick rooms On doorknobs 
Under sinks In bathrooms 

Fast/Easy/Effective: Use on finished surfaces in basements, 
closets, attics, laundry rooms, storage areas, vacation homes, 
boat interiors, shower stalls, and recycling bins. AXEN® 
Disinfectant Pump Spray is effective against Salmonella, 
Streptococcus, and Pseudomonas organisms. 

Directions for Use 

To disinfect, spray surface with AXEN® Disinfectant and let stand 
for ·1 minute. 

·STORAGE AND DISPOSAL 

Storage Do not contaminate water, food or feed by storage or 
disposal. 

Di·sposal Do not reuse container. Rinse thoroughly before 
discarding in trash or recycling. 

,, ,, 



Rt. 14 Hex 1517, LaJr..e City, Fl32024 
V. 934- iSS-0389 FAX: %4-755-8642 

D/sillfiJCfiiiR fA/iliJ lllvfffJ!imiJIIJia/ PiJfSIJfJCtlim!J E-Mail: microhio@aU~Lr,et 

Date: 4-27-2001 

From: Andrew Arata 

To: Henry Jacoby 

Subject: Authorized Agent For ETI H20, Inc. EPA Matters 

To '?&om it may concern: 

ETffi20, Inc. authorizes Henry Jawby, Regulatory Consultant, 6709 Ilex Court, New 
Market, MD 21774, to act on behalf of ETI H20; Inc., on all matters relating to regulatory 
actions and registrations before the US Environmental Protection Agency. 

Sincerely: 

Andrew B. Arata 
President, ETlli20, Inc. 

" ' . ! . 
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,r''tor>.".: 
Form Approved UMO No 2070·0060 

;ft<j UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~~· 401 M Street, S.W. 
''·~.~~ .. , .. ! WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden lor this collection of information is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per respl•nse for 
reregistration and special review activities. including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspec! of this collection ol 
information. including suggestions lor reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, C•C 20460. Do not 
send the form io this address. 

DATA MATRIX 

~"' April 23,2001 EPA Reg No./File Symbol 72977-E I Page 1 of 1 

Ap;Jiicanl's/Regislranl's Name & Address Product 

ETl H20, Route 14, Box 1517, Lake City, Fl 32054 Ax en 

Ingredient Silver & Citric Acid 
-

Guideline Reference Number Guideline Study Narne MAID Number Submitter Status Note 

SERIES 830 Product Identity & Composition 45016502 ETI H20 own Acccpt·::d 

I 

I 

OPPTS 830.63! 7 Storage Stability 45182002 ETIH20 own Ac~~--' --
OPPTS 870.2400 Acute Eye Irritation 46046501 ETIH20 own Accc_Qted __ 

OPP 158.640 Product Performance (AOAC usc dilution test) 45016906 ETIH20 own AcceEted 
' .. 

< 
\,. 

, . .. 
,. 
' 

- -.· 
.. 

. ... .. 
·' .. .. 

Sognalure 

,4~ .. ~~ 
Name and Tille 

,.\ 

Date 

~;J.A Henry Jacoby, Agent 
-



·, ... -\ . 
~,,on.,,.,. 

Form Approved 01-AB No. 2070-0060 

; .n. '1 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~~:P 401.M Street, S.W. 
~ " ...... •...o''-.... ~ WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public repelling burden lor this colle.ction ol information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregiStration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
tnlormalion. including suggeslio~s for reducing the burden to: Director, OPPE Information Management Division (2t37). U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, nr: 20460. Do not 
send the lorm to this address. --

I DATA MATRIX 

Date April'23, 2001 EPA Reg No./File Symbol 72977-E I_Page I of I 

A~plicant's/Registrant's Name & Address Product 

ETI H20. Route 14, 13ox 1517, Lake City, Fl 32054 Ax en 

Ingredient Silver & Citric Acid -·------
Guideline Reference Number Guideline Study Name MAID Number Submitter Status i'IO!e 

-· 
ETII-120 own ~cceeted --
ETIH20 own ~ccepted 

ETIH20 ' own /~Ccepted 
I 

ETIJ-120 own ~.ccepted I 

.. 

-
~ 

'·. ... ---. . 
-. .. 

' ' >· 

---

-

---
Signalu1e 

~~ ~~ 
Name and Tille 

D~;M/ Henry Jacoby, Agent 

PREP.I\RED BY HEI,JRY JACOBY (301-f-' SJ090J · 



,r''o"'••c,: 
Form Approved OMB No. 2070-0060 

:' d'll. ' UNITED STATES EN VIR 0 N MENTAL· P R 0 T E C T I 0 N AGENCY 
\~} 401 M Street, S.W. 

'•~, o..a'ltL' WASHINGTON, D.C. 20460 

--
Paperwork Reduction Act Notice: The public reporling burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect olthis collection of 
information. including suggestions lor reducing the burden to: Director, OPPE Information Management Division (2t37). U.S. Environmental Protection Agency, 40t M Street. S.W .. Washington. DC 20460. Do not 
send the lorm to this address. 

-
DATA MATRIX 

Date April 16,2001 EPA Reg No./File Symbol 72977-E !'-rage 1 of 2 

Appticani's/Regislrani's Name & Address Product 

ETI H20, Route 14, Box 1517, Lake City, FL 32054 Ax en ·--
Ingredient Citric Acid 

·-
Guideline Reference Number Guideline Study Name MAID Number Submitter Status l•lote 

OPPTS Series 830 Group B - Physical/Chemical Properties N/A Reregistration Eligibility Document PL i 

OPPTS 870. I I 00 Ac~Jte Oral Toxicity N/A " " l 

OPPTS 870. I 200 Acute Dermal Toxicity N/A " " 1 
). 

OPPTS 870.1300 Acute Inhalation Toxicity N/A " " 1 -
OPPTS 870.2400 Acute Eye Irritation N/A " " 1 

·-· 
OPPTS 870.2500 Acute Dermal Irritation N/A " " i :-------
OPPTS 870.2600 Skin Sensitization Test N/A " 

,.{ 

l \' .. 

OPPTS 850.2100 Avian Acute Oral Toxicity Test N/A " ·" , 
•· ' 

OPPTS 850.2200 Avian Dietary Toxicity Test NIA " ··~·: l -
OPPTS 850.1075 Fish Acute Toxicity Test, freshwater and marine N/A " " 1 

OPPTS 850.1010 Aquatic Invertebrate Acute Toxicity Test, Daphnia NIA " " J -. --
·.'· 

•' 

I , . . ·. \• .. 
/' ·.--.. . . .. 

Signature ~lie" ·• od-/(;bl;o/ ~;r~ Ar rew Arata, President 
-- - -- -

0 REPARED BY HENRY .J/-\COBY (:.l01-F: 9090) 



DATA !1ATRIX 

Page 2 of 3 
EPA File Symbol 72977-E 

April 16, 2001 

1. Reregistration Eligibility Document - Citric Acid, 
Prevention, Pesticides And Toxic Substances, EPA-738-F-92-017, 
June 1992, Page 5. 

"In considering citric acid for reregistration eligibility, the 
Agency believes it is an active ingredient that should be 
considered for this broad waiver of the generic data 
requirements. The considerations that lead the Agency to this 
conclusion are. as follows: 

The U. S. FDA lists citric acid as a multiple purpose "generally 
recognized as safe" (GRAS) food substance (21 CFR part 182). 
Citric acid is also approved by the Joint FAO/WHO Expert 
Committee on Food Additives for use in foods without limitation. 

There is no indication in the available information on citric 
acid as provided by the registrant that suggests that citric acid 
would constitute a hazard to the public or to the environment. 
Citric acid is widely distributed in plants and animals and 
occurs naturally in foods in substantial quantities. It is a 
well-known intermediate in carbohydrate metabolism and ingested 
citrate is considered to be c~mpletely metabolized. 

Citric acid from living organisms is found naturally 1n soil and 
water. Citrates leached from rotting vegetation and produced by 
microorganisms have been detected at low levels through the 
ecosystem. Citric acid degrades readily when in contact with a 
variety of microorganisms that are found in soil, natural waters 
or sewage treatment systems. There is negiigible human and 
environmentai exposure to citric acid as a pesticide as a result 
of current registered _use patterns, e.g., it has a low use rate 
and frequency of application. 

No reports or adverse effects have been-submitted to the Agency 
for this active ingredient. Citric acid, is, however, a severe 
eye irritant and moderate skin irritant, so appropriate label 
precautions are necessary. There is no indication of any other 
significant adverse effects from citric acid to humans or the 
environment associ;a.ted with its use as a pesticide. 



DATA MATRIX 

Page 3 of 3 
EPA File Symbol 72977-E 

April 16, 2001 

Based on these factors the Agency does not believe generic data 
beyond those data required to satisfy basic product identity and 
chemistry questions ... are necessary to determine if the current 
registered uses of this active ingredient pose unreasonable risks 
to humans or the environment. Therefore, .the Agency waived all 
generic data requirements except the basic product identity and 
chemistry data. The Agency believes that, based on the above 
factors, the registered uses of citric acid do not pose 
unreasonable risks to humans or the environment." 

The present application does not result in an use that is 
substantially different from those already registered. Therefor 
the Agency's rationale and waiver is applicable. No additional 
~ata are required. 



... -
Form Approved 0Mi3 No. :2070-0060 

..r'\OC'I•'f. 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY - . 

; ., ~ 

!~,~: 401 M Street, S.W. 
'··~.~ ...... ! WASHINGTON, o_.c. 20460 

-
Paperwor~. Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per respon>e for 
reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this ccdlection of 
rntormation. including sr1ggestions for reducing the burden to: Director, OPPE Information Management Division (2t37). U.S. Environmental Protection Agency, 40t M Street, S.W., Washington, DC 20460. Do not 

I send the form to this address. 

DATA MATRIX 

Dale April" 16,2001 EPA Reg No./Fite Symbol_ 72977-E I P~age 1 of 2 ---
Applicant's/Registrant's Name & Address Product 

ETI H20, Route 14, Box 1517, Lake City, FL 32054 Ax en --
Ingredient Silver 

,_. ·-
Guideline Reference Number Guideline Study Name MAID Number Subm iller Status Note 

OPPTS St:ries 830 Group B - Physical/Chemical Properties NIA Reregistration Eligibility Document PL 1 

OPPTS 870.1 I 00 Acute Oral Toxicity N/A " " I 

<)PPTS 870.1200 Acute Dermal Toxicity N/A " " I --
OPPTS 870. 1300 Acute Inhalation Toxicity N/A " " I 

OPPTS 870.2400 Acute Ey"e Irritation N/A " " 1 

OPPTS 870.2500 Acute Dermal Irritation N/A " " I 

OPPTS 870.2600 Skin Sensitization Test N/A " II (• I 

OPPTS 850.2100 A vi an Acute Oral Tox_icity Test NIA Mason Chemical Company PAY 
,. 

OPPTS 850.2200 A vi an Dietary Toxicity Test N/A Mason Chemical Company PA_Y 

OPPTS 850.107 5 Fish Acute Toxicity Test, freshwater and marine NIA Reregistration Eligibility Document PL I 

OPPTS 850.f0f0 Aqu:llic Invertebrate Acute Toxicity-Test, Daphnia N/A .. .. 
1 

Signalure 

d:h~~~ 
Name and Tille 

Djp~/ 
Henry Jacoby, Agent 

-

PI~EPJ\RED BY HE~JRY .JACOBY (:301-P'-- 9090) 



DATA !-lATRIX 

Page 2 of 2 
EPA File Symbol 72977-E 

April 16, 2001 

1. Reregistration Eligibility Document and Fact Sheet-Silver, 
Prevention, Pesticides And Toxic Substances, EPA-xxx-x-xx-xxx, 
???month??? 1992. Page 2 of the Fact Sheet. 

"Most usually-required toxicity and exposure studies have been 
waived for silver since adequate published information is 
available." See References on pages 34 through 37 of the RED 
document on silver. 

2. My company is will to develop and submit the data required by 
EPA under the authority of the Federal Insecticide, Fungicide and 
Rodenticide Act (FIFRA), when the Agency formally requests such 
data from companies with currently registered products containing 
an unregistered source of silver. However, my company would 
prefer to enter into an agreement with one or more registrants to 
develop jointly or share in the cost of developing the data, if 
necessary. 

r 
. ~ .,.. . 



REQUEST FOR A WAIVER FROM THE REQUIREMENT OF 

OPPTS· 870.1300 

ACUTE INHALATION TOXICITY TESTING 

ETI H
2
0· requests a waiver from the requirement of submitting the 

Acute Inhalation Toxicity Testing (OPPTS 870.1300) for their 
product AXE~. This waiver is based on a number of factors: 
formulation, low toxicity, packaging, and aerodynamic properties. 

The formulation of AXE~ is predominantl The 
remaining ingredients are citric.acid, and ionic 
silver. This formulation tested out as category 
oral, acute dermal, ·eye and skin irritation toxicity tests and 
negativ~ as a skin sensitiz~r. -and ionic silver 
are present at of ~ The only 
chemical, besi present at a significant level is citric 
acid (-5% w/w}. Information from toxnet 1 on the toxic effects of 
citric acid states "A moderately strong acid with irritant and 
allergenic properties. It is generally considered harmless 
except in large ingestions or chronic exposure." This is not the 
case wit.h AXE~. None of the of components present in the 
formulation are ai a level to result in a significant toxic 
response. At 100% exposure of the product to rats in the 
inhalation study the only likely effect to be observed might be 
mild tissue irritation as a result of the acidic effects since 
the formulation has a pH of 1.79. 

The product will be packaged as a ready-to-use spray. The spray 
utilized is a trigger spray similar to those employed with many 
of the household cleaning products. The particular trigger spray 
being ·used with AXE~ will generate a stream .of product at -1-2 
mL per squeeze. The nozzle will be non-adjustable. 

The application of this product using the trigger spray with its 
direct stream is not likely to produce a significant amount of 
aerosol particles. And of the aerosol particle produced, little 
or none of them will be less than 100~ in size. Since the product 
is .predominantly composed of.- with no volatile c nts, 
its density is very close to that o{ 
Because of the low amounts of components, and 
their relatively lqw''.v.o.l~tility, any aerosol particles ,,d.d 
are likely to behave ae~odynamically similar to that of -

. . . ·~.-; :· ~: · .. :· :···:::: ., .. 
. . ..... ... 



In sununary, this wa1ver request lS based on the following facts: 

1·. None of the components in the formulation are present at a 
concentrate sufficiently_high to result in a metabolic toxic 
effect when inhaled. The pH of the formulation is in the 
range that might result in mild irritation to the mucous 
membranes. 

2. There is little or no reasori to expect a large percentage of 
respirable particles being produced by the trigger spray 
application of this product. 

3. Carrying out an acute inhalation toxicity test with this 
product would not significantly alter the present knowledge 
base or effect a change in the precautionary labeling, since a 
concentration of citric acid many time higher than present in 
AXE~ would only be moderately irritating at worst. 

Hazardous Substances Data Bank Report, page 3 of 21, Clinical Effects, 
o.i.l.l, page 3 of 21, http:/toxnet.nlm.nih.gov 
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paperwork Reduction Act Notice: The public reponing Durden lor this-collection ol in:ormatoon is estimated to average t.25 hours per response lor regostratoon I' 
and 0.25 hours oer response tor reregostration and specoal review activities. including time lor reading the onstructoons and completing the necessary lorrns. Send ,I 
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!I Do not send the completed form to this ?.Odress. 

Certification with Respect to Citation of Data il 
,;ppticant"s/Regostrant"s Name. Adaress. and Telephone Number EPA Regostration Number/File Symool 

I' ETI H20. Rouh! 14. Box 1517. Lake City. Fl 32054 72977-E 

Actove tngreoientls) ana/or representative test compound(s) Date 

Silver & Citric Acid 

General Use Panern(s) (list all those claimed lor this product using 40 CFR Part 158) Product Name 

Manufacturing Use Product Ax en 

NOTE: 11 your product is a 100% repackaging ol another purchased EPA-registered product labeled lor all the same uses on your label. you do not need to 
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570·27). 

0 
1 am responding to a Data-Call-In Notice. and have included with this form a list of companies sent offers of compensation (the Data Matrix form should 

be used lor this purpose). 

SECTION I· METHOD OF DATA SUPPORT (Check one method only) 

0 
1 am using the cite·all metnod of support. and have included with this form 

~ 
I am using the selective method ol support (or cite·all option 

a list of companies sent oilers ol compensation (the Data Matrix lorm under the selective method). and have included with this lorm a 

should be used lor this purposei. completed list ol data requirements (the Data Matrix lorm must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

[_Required il using the cite-all method or when using lhe cite·all option under the selective method to satisfy one or more data requirements! 

D 1 hereby oiler and agree to pay compensation. 10 other persons. with regard to the approval olthis application. to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

1 certify that this application lor registration. this form lor reregistration. or this Data-Call-In response is supported by all data submilled or cited in the 

application lor registration. the form lor reregistration. or the Data-Call-In response. In addition. ilthe cile·all option or cite-all option under the selective method is 

indicated in Section l. this application.is supported by all data in the Agency's Iiies that (1) concern the properties or ellects olthis product or an i_dentical or 

substantially similar product. or one or more ollhe ingredients in this product; and (2) is a type ol data that would be required to be submilled under the data 

requirements in ellect on the date of approval olthis application ilthe application sought the initial registration ol a product ol identical or similar composition and 

uses . 

I certify that lor each exclusive use study cited in support olthis registration or reregistration. that I am lhe original data submiller or that 1 have obtained 

the wrouen permission ol the original data submiller to cite that study. 

I certily that lor each study cited in support ol this registration or reregisrration that is not an exclusive use study. either: (a) I am the original data 
submiller; (b) I have obtained the permission of the original data submil!er louse the study in support olthis application: (c) all periods ol eligibility lor 

compensation have expired lor the study; (d) the study is in the public literature; or (e) l have notilied in writing the company that submiued the study and have 

offered (l) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) ol FIFRA: and (ii) lo commence negotiations to rtetermine rhe 

amount ana terms ol compensation. il any. 10 be paid lor the use ollhe study. 

I certily that in all instances where an oller of compensation is required. copies ol all oilers 10 pay compensotov" ~"'' evidence ol their delivery in 
accordance with sections 3(c)(l)(F) and/or 3(c)(2)(B) ol FIFRA are available and will be submi!led to the Agency upo •. reque>l. Should I tail to produce such 

evidence 10 the Agency upon requesl. I understand that the Agency may initiate action to deny. cancel or suspend lhe ·c<;·~:rJ::on ol my producr in conlormily with 

FtF RA. 

' I certify that the statements I have rr!ade on·Jhjs form and a!l a!!~chments tc i: are true. ac:c:uraie, and corr.plete. I acknowledge that any 
knowingly false or misleading statement may tie punishable by line or impri~onment or both under applicable 1~\Y-. 

. - - . 

4~~\f~ I Date /' 
' .·-

Sig na1ure Typed or Printed Name an~ Tille ! 

~~~L~f Henry Jacoby, Agent 

EPA Form 8570·34 (9·97) Electr~ and ~r versions~ilable. Su~mit only Paper version. 

PREPARED 8Y HENRY JACOBY {3G1·C.fi:i·olr_lS;)) 
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Form Approved OMB flo. 2070·0060 

Paperwork Reducllon Act Notice: The public reporling burden lor lhis collection ol information is estimated to average 0.25 hours per response lor registration aclivilies and 0.25 hours per response lor 
reregislialion and special review aclivilies. including time lor reading lhe instructions and compleling lhe necessary forms. Send commenls regarding lhe burden-eslirnale or any olt1cr aspect ollhis collr.clion ol 
informalion. including suggeslions for reducing lhe burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Proleclion Agency, 401 M Street. S.W .. Washington. DC 20460. Do not 
send lhe form lo lhis address. 

DATA MATRIX 

Dale April 16, 2001 EPA Reg No./File Symbol 72977-E P ~ ge I of 3 

Applicanl's/Regislranl's Name & Address Producl 

ETI H20, Route 14, Box 1517, Lake City, Fl 32054 Axen 

Ingredient Citric Acid'· 

Sl~lus I Nolc 
--

Document PL 

Document PL 

Document PL 

Document PL 

Document PL 

Documcnl PL 

Document PL. 

Document PL 

Document PL 

Document I'L 

Document PL 

Dale 

orm 3570-25 (9-97) Elec Public File Copy 

F'HCYAfW OY 1-l[f-.JIW . .11\COUY (:\01-IW!;-HmJOI 



Page 2 of 3 
EPA File Symbol 72977-E 

April 16. 2001 
DATA MATRIX·~.:.·: .. 

1. Reregistration Eligibility Document -Citric Acid, 
Prevention, Pesticides And Toxic Substances, EPA-738-F-92-017, 
June 1992, Page 5. 

"In considering citric acid for reregistration eligibility, the 
Agency believes it is an active ingredient that should be 
considered for this broad waiver of the generic data 
requirements. The considerations that lead the Agency to this 
conclusion are as follows: 

The U. S. FDA lists citric acid as a multiple.purpose "generally 
recognized as safe" (GRAS) food substance (21 CFR part 182). 
Citric acid is also approved by the Joint FAO/WHO Expert 
Committee. on Food Additives for use in foods without limitation. 

There is no indication in the available information on citric 
acid as provided by the registrant that suggests that citric acid 
would constitute a hazard to the public or to the enviro~ment. 
Citric acid is.widely distributed in plants and animals and 
occurs naturally in foods in substantial quantities. It is a 
well-known intermediate in carbohydrate metabolism and ingested 
citrate is considered to be completely metabolized. 

Citric acid from living organisms is found naturally in soil and 
water. Citrates leached from rotting vegetation and produced by 
microorganisms have been detected at low levels through the 
ecosystem. Citric acid degrades readily when in contact with a 
v~~lety of microorganisms thit are found in soil, natural waters 
or_sewage treatment systems. There is negligible human and 
eP.virorumeDt~l exposure to citric acid.as a pesticide as a result 
of ~urren:.registered use patterns, e.g., it has a low use rate 
and frequency of application. 

~o reports or adverse effects have been submitted to the Agency 
fur this active ingredient. Citric acid, is, however, a severe 
eye irritant and moderate skin irritant, so appropriate label 
precautions are necessary. There is no indication of any other 
significant adverse effects from c~tric acid to humans or the 
environment associated with its use as a pesticide. 



DJ>..TA MATRIX 

Page 3 of 3 
EPA File Symbol 72977-S 

.l>..pr i l 16 , 2 0 0 1 

Based on these factors the Agency does not believe generic data 
beyond those data required to satisfy basic product identity and 
chemistry questions ... are necessary to determine if the current 
registered uses of this active ingredient pose unreasonable risks 
to humans or the environment. Therefore, the Agency waived all 
generic data requirements except the basic product identity and 
chemistry data. The Agency believes that, based on the above 
factors, the registered uses of citric acid do not pose 
unreasonable risks to humans or the environment." 

The present application does not result in an use ~hat is 
substantially different f~om those already.registe~ed. Therefor 
the Agency's rationale and waiver is applicable. 
data are required. 

No additional 
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Paperwork Reduction Acl Nolice: The public reporling burden lor lhis collection ol inlormalion is eslimaled lo average 0.25 hours per response lor registration aclivilies and 0.25 hours per response lor 
reregrslralron and special review aclivilies. including lime lor reading the instructions and completing lhe necessary lorms. Send commonls regarding lhe burden eslimale or any olher aspecl ollhis collection ol 
inlorrnalion. including suggestions lor reducing lhe burden lo: Direclor, OPPE lnlormalion Managemenl Division (2137). U.S. Environmenlal Proleclion Agency. 401 M Slreel. S.W., Washington. DC 20460. Do nol 
sencl lhe form 10 lhis address.· 

DATA MATRIX 

Oa IC April 2:l, 200 I EPA Reg No./Filc Symbol 72977-E Page I or 2 

Applicanl's/Regislranl's Name & Address I Producl 

ETI H20. Route 14. Box 1517. Lake Citv. Fl 32054 Ax en -
lngredienl Silvn 

Status ~;.;~e 
i>L -
PL 

PL 

PL 

PL -
PL -
PL -

PA 

PAY 
·'): 

PL -
PL 

Dale 

Hen nt 6 
EPA Form 8570·35 (9·9 Public File Copy 

PflEPARD O't HENnY J/\COElV (:lO 1 EH>5-9090) 
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1. Reregistration Eligibility Document and Fact Sheet-Silver, 
Prevention, Pesticides And Toxic Substances, EPA-xxx-x-xx-xxx, 
???month??? 1992. Page 2 of the Fact Sheet. 

"Most usually-required toxicity and exposure studies have been 
waived for silver since adequate published information is 
available.· See References on pages 34 through 37 of the RED 
document on silver. 

2. My company is will to develop and submit the data required by 
EPA under the authority of the Federal Insecticide, Fungicid~ and 
Rodenticide Act (FIFRA), when the Agency formally requests such 
data from companies with currently registered products containing 
an unregistered source of silver. However, my company would 
prefer to enter into an agreement with one or more registrants to 
develop jointly or share in the cost of developing the data, if 
necessary. 

.• "!. 
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Paperwork Reduclion Acl Nolice: The public repelling burden for !his colleclion of informalion is eslimaled lo average 0.25 hours per response lor regislralion aclivilies and 0.25 hours per response lor I 
reregislralion and special review aclivilies. includrng lime lor reading lhe inslruclions and compleling lhe necessary lorms. Send commenls regarding lhe burden eslirnale or any olher aspecr ollhis colleclion of 
inlormalion. including suggeslions lor reducing lhe burden lo: Direclor. OPPE lnlormalion Managemenl Division (2137). U.S. Environmenlal Proleclion Agency. 401 M Slrecl, S.W. Washinglon, DC 20460. Do nol 
send lhe form lo lhis address. 

DATA MATRIX 

Dale April 23, 2001 EPA Reg No./File Symbol 72977-E Page I ol I 

Applicanl's/Regislranl's Name & Address Producl 

ETI H20, Roule 14, Box 1517, Lake Cily, Fl 32054 Ax en 

lngredienl Silver & c;.ftric Acid 

'• 

Guideline Reference Number Guideline Sludy Name MAID Number Submiller Slalus Nole 

' \ 
} ETII-120 own Acccplccl 

ETI!-120 own Accepted 

ETI 1-120 own Accepled 

' 
ETIH20 own Acccplcd 

1---·-----· 

' 

-
-

-----
. 

! 

I 

-------- I 

Signaiure . 4Af/lh-'~ _(}-~ 
Name an" iill~ 

D~;£0/ 
I 

I 

Henry Jacoby, Agcnl i 

,.n • ,.. ... - .................... '"". • J' ... .... - -

r'FlEP.l\r1ED IJY HU-JRY .JACOBY (:.lOl-H£)~'; uo:..Hl) 



Page ___ is not included in this copy. 

J:rJ 1 /il/ 
Pages~~ through :L:JI are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process . 

. Description of quality control procedures. ---
Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

The product confidential statement of formula. 

Information about a pending registration action. 

FJFRA registration data. / . . 

t/ .. The document is a duplicate of page (s) C/f,- 99. 
The document ~s not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared the response to your request. 
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Paperwork Reduction Acl Notice: The public reporting burden lor lhis collection of inlormalion is eslimaled lo avetage 0.25 hours per •esponse 101 regis11alion aclivilies and 0.25 hours per response lo• 
1eregisrrarion ;;nd special review aclivilies. including lime lor reading lhe inslruclions and compleling rhe necessary loims. Send comments regarding lhe b·urden eslimare 01 any olher aspect ollhis colleclton ol 
inlormalion, in.:tuding suggestions lor reducing lhe burden lo: Direclor. OPPE lnlormalion Management Division (2137). U.S. Environmental P•oreclion Agency. 401 M Slleer. S.\V., Washington. DC 20460. Do nor 
send lhe lorm lo lhis address. 

DATA MATRIX 

Dale April 16,2001 EPA Reg No./File Symbol 72977·E Page I ol 2 

Applicanl's/Ae£iSI1anl's Name & Address P10duCI 

ETI H20, Roule 14, Box 15 i7, Lake Ciry, FL 32054 Ax en -
Ingredient Citric Ac~l 

Guideline Relerence Nu.inbe• Guideline Study Name MRID Number Submiller Slalus Nore 

OPPTS Serj~s 830 Group B - Physicai/Chemic<ll Properlies NIA Reregistrntion Eligibility Document PL I 
-

OPPTS 870.1100 Acute Oral Toxiciry NIA " 
.. 

I 

OI'PTS 870.1200 Acule Dermal Toxicily NIA " " I 

OPPTS 870.1300 Acule lnh;~larion Toxicity NIA " " I 

OPPTS 870.2400 Acurc Eye Irriln.lion NIA " " I 

OPPT3 870.2500 Aculc Dermal lrrilalion NIA " " I 

OPPT;; 870.2600 Skin Sensitization Tesl NIA " " I 

oPrr; sso.2100 Avian Acute Oral Toxiciry Tcsl NIA " " I 

OPPTS 850.2200 Avian Dietary Toxicity Tcsl NIA " " I 

OPPT~: 850.1075 Fish Acute Toxicity Test, freshwaler and marine NIA " " I 

01'/'TS X50.1 010 Aqu;~lic lnvcrtcbralc Aculc Toxicity Test, Daphnia NIA " " I 

.. 
' 

-
Signalure 

~~~ l~g,lle Dare,.... 1 

Ar rcw Arata, Prcsidenl 6 /Ot:J..;o/ 
f=PA f.'ntm-:lC.7f'l._1C.. ,0.071 ~/ortrnrrfr !lln.tf"D'!llnol votc:innt. :.A"!ll~tthmil nnlu D:.no' uo~t•;nn !Jnonru lnlorn.=~lllc::t'J rnn\! 

P!l[PAJKD rJV Hl.=.r-.JI"l'r' .J/ICOfJY (:VJ1·11ri~:dJfl~IU) 
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DATA MATRIX ·~ :. ,, .. 

1. Reregistration Eligibility Document -Citric Acid, 
Prevention, Pesticides And Toxic Substances, E?A-738-F-92-017, 
~une 1992; . Page 5. 

"In considering citric acid for reregistration eligibility, the 
Agency believes it is an active ingredient that should be 
considered for this broad waiver of the generic data 
requirements. The considerations that lead the Agency to this 
conclusion are as follows: 

The t.J. S. FDA lists citric acid as a multiple purpose "generally 
recognized as safe" (GRAS) food substance (21 CFR part 182). 
Citric acid is also approved by the Joint FAO/WHO Expert 
Committee on Food Additives for use in foods without limitation. 

There is no indication in the available information on citric . 
acid as provided by the registrant that suggests that citric acid 
would constitute a hazard .to the public or to the environment. 
Citric acid is widely distributed in plants and animals and 
occurs naturally in foods in ~ubstantial quantities. It is'a 
well-known intermediate in carbohydrate metabolism and ingested 
citrate is cons·idered to be completely metabolized. 

Citric acid from living organisms is found naturally 1n soil and 
water. Citrates leached from rotting vegetation and produced by 
microorganisms have been detected at low levels through the 
ec•).sy.stem. Citric acid degrades readily when. in contact with a 
va~icty of microorganisms that are found in soil, natural waters 
or sewage treatment systems. There is negligible human and 
environmental exposure to citric acid as a pesticide as a result 
or cllrrent registered use patterns, e.g., it has a low use rate 
and freqUE::llCY of· application. 

Nn rP.ports or adverse effects have been submitted to the Agency 
fu£ ~his active ingredient. Citric acid, is, however, a severe 
eye irritant and moderate skin irritant, so appropriate label 
precautions are necessary. There is no indication of any other 
significant adverse effects from citric acid to humans or the 
environment associated with its use as a pesticide. 
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Based on these factors the Agency does not believe generic data 
beyond those data required to satisfy basic product identity and 
chemistry questions ... are necessary to determine if the current 
registered uses of this active ingredient pose unreasonable risks 
to humans or the environment. Therefore, the Agency waived all 
generic data requirements except the basic product identity and 
chemistry data. The Agency believes that, based on the above 
factors, the registered uses of citric acid do not pose 
unreasonable risks to humans or the environment.·" 

The present application does not result in an use that is 
substantially different from those already registered. Therefor 
the Agency's rationale and waiver is applicable. No additional 
data are required. 
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Paperwork Reduction Act tlotice: The public reporting burden lor this collection of information is estimated to average 0.25 hours per response tor registration activities and 0.25 hours per respo11se lor 
reregistration and special review activities, including lime lor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect olrhis collection ol 
information. including Sllggeslions lor reducing_ the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 401 M Streel. S.W .. Washington, DS 20460. Do not 
send the form to this addre~s. 

I DATA MATRIX 

Date April 16; 2001 EPA Reg No./File Symbol 72977-E ? age I of 2 
.. ------

Applica~t's/Regislranl's Name & Address P roducl I 

I 

ETI 1-120,Routc 14,8ox 1517,LakeCity,FL 32054 Ax en ·i 

-------
Ingredient Silver I 

-
Guideline Reference Number Guideline Study Name MAID Number Subm iller Status r·lole 

-·-
. OI'PTS Series 830 Group 13 - Physical/Chemical Properties Nil\ Reregistration Eligibility Document PL I ------

OPPTS R70.1 I 00 Acute Oral Toxicity NIA .. .. I -·-
OPPTS 870.1200 Acute Dcrrnal Toxicity N/A .. .. l 

OPPTS 870.1300 /\cute Inhalation Toxicity NIA .. .. I 

OPPTS 870.2400 Acute .Eye Irritation NIA .. .. I 
I ·-------

OPPTS l:P0.2500 Acute Dermal Irritation NIA .. .. 
I 

OPPTS 870.2600 Skin Sensitization Test NIA .. .. 
I 

~ 

OPPTS 850.2100 . Avi:~n Acute Oral Toxicity Test NIA Mason Chemical Company PAY>' -· ---
OPPTS 850.2200 /\ vinn Dietary To.xiciry Test Nil\ Mason Chemical Company PAY ·------·--
OPPTS i\50.1075 Fish /\cute Toxicity Test, freshwnter and marine NIJ\ Reregistration Eligibility Document PL.>· I 

.. 
OPFTS 850.1010 Aquatic lnvcrtcbr<.JIC Acute Toxicity Test, Daphnia NIJ\ .. .. I 

---

Srgnalure 

v4Ar/J~ (y~_ 
Name anu iille Date~~ 

Henry Jacoby, Agent ..3 ~ tJ/ 
~·- .... ~--- -- ·- ~-· ""· //- ..... J ·W""A ' ~ ' '• ' - A ----•• ·-·-·--1 11-- ,... __ ,, 

PREf:.l/\flED BY HENllY JACOBY (301 8Ei5·9090l 
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1. Reregistration Eligibility Document and Fact Sheet-Silver, 
Prevention, Pesticides And Toxic Substances, EPA-xxx-x-xx-xxx, 
???month??? 1992. Page 2 of the Fact Sheet. 

"Most usually-required toxicity and exposure studies have been 
waived for silver since adequate published information is 
available." See References on pages 34 through 37 of the RED 
document on silver. 

2. My company is will to develop and submit the data required by 
EPA under the authority of the Federal Insecticide, Fungicide and 
Rodenticide Act (FIFRA) , when the Agency formally requests such 
data from companies with currently registered produc~s containing 
an unregistered source of silver. However, my company would 
prefer to enter into an agreement with one or more registrants to 
develop jointly or share in the cost of developing the data, if 
necessary. 
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send the form to this address. 

DATA MATRIX 

Date April 23, 2001 EP.A Reg No./File Symbol 72977-E Page I of I 

Applicant's/Regisliant's Name & Add1ess Product 

ETI H20, Route 14, Box 1517, Lake Cit_)', Fl 32054 Axcn 

Ingredient Silver & ~l.tric Acid 

I 

Guideline Reference Number Guideline Study Name MAID Number Submiller S latus Nole 

SERIESi30 Product Identity & Composition 45016502 · ETI.H20 own /\cccptcd 

OPPTS 830.6317 Stornge.Stability 45182002 ETIH20 (lWil Accepted 

OPPTS 870.2400 Acute Eye lrritntion 4604650 I ETII-!20 own Accepted 

OPP 158.640 Product Performance (AOAC use dilution test) 45016906 ETI!-120 own Accepted 

-----

~-----

1--·-----· ·------

·-· -

-----
Signature 4/JfAq ~~ Name an-: ;iiiJ Dale 

Henry Jncohy, Agc11t 
.. ~~~/o.l 

~ n " r ____ ,, r ., "' ., r 1n ,.. ., , ,. , . _. . - _, 
/ - . - . 

fJH[P/\r1[[) I?.Y HENnY ..J/\COI3Y (:.lO 1·fl6!i·~J090l 
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FILE SYMBOL/REG NO. ]c)-5'77--f_~ ?1'1 ,]3 J.l.CTION CODE ) ff2 
Ar.l~- ( fj.() 1}--c, (1 \ c 6 r: I u ~~1 /t ) DESCRIPTOR 
- c:. I ::___; . 

{ ) ·CHILD RES"I ST.ANT .. PACKAGING: · [ ) CERT·I·F-JCATION·······-- · 
[ 
[ 

] NON-RESIDENTIAL USE ONLY 
] NOT APPLICABLE 

REGISTRATION TYPE: CONDITIONAL UNCONDITIONAL 
. . 

PROPOSED "CLASS I FlCATION: ] GENERAL RESTRICTED USE 

DATE-ON APPLICATION EPA RECEIVE DATE PM. RECEIVE :DATE--

.: .. - rw1ETHOEF-'0F-=--SIJPP0RT ··: 

[ ) CITE-ALL 
[ ) SELE.CT.IVE .. :. 
[ .) NOT SUBM1TTED 
[ ] NOT APPLICABLE·-·· 
[ f INCORRECT/RESUB 

REVIEW (S) REQl]ESr~t>.·__ DATA 
· ., PACK *I 

i).$71~07 

HED TOX ._ 

ENVIRON.· FATE 

FISH/WILDLIFE 

.• 
OTHER __ ~---------- : _... 

" 
.. . ... .. 

····-roRMtT-L;.A:TORS :. EXEMP--T-I-ON----- .... 

[ ) SUBMITTED . 
[ ) .NOT SUBMI.TT.~Q __ : ... 

. [ ) NOT APPLICABLE-

DATE 
SENJ 

·I I 
L!/JttltJ/ 
{I I 

[ ) · INCORRECT /RESUB ·· 
j 

.. 

DATE· 
RETURN~ 

STATUS __ ------------------------------------------~-----

JUN 2 I 2001 -
·RESPONSE DATE 



Page is not included in this copy. 

Pages //t(J '.-,-;. 
through/G~.~ are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 
~· ·. 

A draft product label .. 

The product confidential statement of formula. 

Informat·ion about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page·(s) 

The document 1s not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared the response to your request. 



REVIEWER rV7 r 
. . . . 

CODING FORM FOR APPLICATIONS FOR ~GISTRATION/AMENDMENTS 
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DESCRIPTOR 

.[ ] ·.CHILD RESISTANT PACKAGING: [ ] CERTIFICA'J:ION 
[ ] NON-RESIDENTIAL USE -ONLY 
[ ) NOT APPLICABLE . . 

REGISTRATION TYPE: · [ CONDITIONAL UNCONDITIONAL 

PROPOSED CLASSIFICATION: ] GENERAL .) RESTRICTED USB 

DATE· ON APPLICATION EPA RECEIVE DATE PM '·RECEIVE .DATE 

METHOD OF SUPPORT . 

[ ) CITE-ALL 
[ ] ·SELECTIVE . : 
[ .] NOT SUBMITTED 
[ ] NOT APPLICABLE 
[ f INCORRECT/RESUB 

SVIEW(S) REQUESTED DATA 

EFFICACY· 

TOXICOLOGY 

HED TOX. 

ENVIRON. FATE 

FISH/WILDLIFE. 

OTHER ______________ __ 

PACK # 

~liY~~ 

: 

.. 
: ,.. .. .. ,. 

DATE 
SENT 

I iJ-1/(fluu I 
FORMULATORS EXEMPTION 

[ ] SUBMITTED . · . 
[ ] NOT SUBMITTED 

. [ ] NOT APPLICABLE 
[ ·) INCORRECT/RESUB 

DUE 
DATE 

DATE 
RETURNED 

1 +ld-·7i<.J~ 
.. 

I I 

S'i'ATtJS 
----------------~---------------------------------------

RESPONSE CODE A. 3 
---~--~<0..----

·RESPONSE DATE MAR 1 5 2001· ~ 
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ETJ H20 
Route 14, Box 1517 
zLake City, FL 32054 

Attention:Jolm \V. Kennedy, Agent 

Subject: Axenohl 
EPA File Symbol 72977-R 
Application Dated December 8, 2000 

Ax en 
EPA File Symbol 72977-E 
Application Dated December 8, 2000 

A review of your application package has determined that additional information will be 
required in order for us to continue processing your applicat~on. The following information must 
be corrected and submitted. 

ACUTE TOXICOLOGY 

The Agency has completed its review of the submitted acute toxicity studies and the 
comments are outlined below. 

I. The acute orai toxicity, acute dermal toxicity, primary eye irritation and primary skin irritation 
s_tudies are acceptable. 

2. No acute inhalation toxicity study or waiver request for this study was included for this 
submission. In order to obtain Precautionary Labeling for this. product, you must address the 
requirements for this study or submit justification as to why this st_udy was not submitted. 

3. The acute toxicity profile for EPA File Symbol 72977-R is listed below: 

Acute ora.l toxicity IV 
Acute dermal toxicity IV 
Acute inhalation toxicity 
Primary eye irritati<?.n'... -:1JI 
Primary skin irritatio-n rV. 
Derma! sens:r:z~ticn Non-sens~tize!" 

Acceptable 
Acceptable 
Not submitted 
Acceptable 
Acceptable 
Acceptable 

·' 
; . i -

•: 
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PRODUCT CHEMISTRY {AXENOHL) 

The revised Basic Confidential Statement of Formula dated December 5, 2000 is incomplete 
and is not acceptable. The items listed below must be addressed on your CSF and submitted for 
our rev1ew. 

FINDINGS: 

1. The formul~--'Y.~i. h!Jo.r the electrolytically generated silver in the Basic CSF must be 
increased from in item 13a in order for the percentage weight to equal 0.2400% 
as gi\ien in item 13b and on the product label. Based on the 1]/_5/00 CSF, the per'cent by weight 
-~is 0.2356%. It is suggested that the weight ofth~Jn the formula be reduced by 
-to compensate for the increased use of silver. 

2. The ingredient statement on prodt.!ct label for Axenohl must be revised to read as follows: 

Active Ingredients: 
*Silver ..................................................................... 0.2400o/o 

Citric Acid ........................................................... 20.6600% 
Other Ingredients: ................................................ 79.1000% 
Total. .................................................................. 1 00.0000°/o 

*ionic silver generated electrolytically 

Silver not silver citrate should be declared as an active ingredient. Additionally, due to the 
high concentration of citric acid or anhydrous citric acide present in this formulation, citric acid 
must be identified and declared as an active ingredient. At the levels utilized citric acid 
unquestionably provides antimicrobial activity. This assignment of citric acid as an active 
ingredient is required, despite of the fact that citric acid also functions as a stabilizer in this 
formulation. 

3. The correct spelling of this product is Axenohl and not Axenhol as given in the application 
(EPA Fonn 8570-1). 

4. Identify citric acid or its synonym, anhydrous citric acid, as an active ingredient in the CSF. 

5. All other elements of the CSF were acceptable . 

. , ~: : . ~ ' ;. . 
• ? •• : ·; •••• -. •••• :: ••• 

: .. .,.. ·. ..... ... . . 

·. •. ,(Jlo 
1 .'/ I v 
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"PRODUCT CHEMISTRY (AXEN) 

The revised Basic Confidential Statement of Formula dated December 5, 2000 is incomplete 
and is not acceptable. The items listed below must be addressed on your CSF and submitted for 
our review. 

FINDINGS: 

1. The ingredient statement on product label for Axenohl must be revised to read as follo\vs: 

Active Ingredients: 
*Silver ........... ." ......................................................... 0.00 12o/o 
Citric Acid ............................................................ .4.8387% 
Other Ingredients; ...... : ......................................... 95.1600% 
Total. .................................................................. l 00.0000% 

*ionic silver generated electrolytically 

Due to the high concentration of citrate acid or anhydrous citric acid present in this 
formulation, citric acid must be identified and declared as an active ingredient. At these 
levels citric unquestionably provides antimicrobial activity. This assignment of citric acid as an 
active ingredient is required, despite ofthe fact that citric acid also functions as a stabilizer in this 
formulation. 

2. The Basic CSF for Axen must be revised to incorporate the,-ncrease in silver and 
.1\vhich was recommended for the 12/5/00 Axenol CSF in the chemistl)' 

review for Axenohl dated 3/9/0 I. 

3. Identify citric acid or its synonym, anhydrous citric acid, as an active ingredient in the CSF. 

4. All other elements, such as the certified limits, of the CSF were acceptable. 

EFFICACY 

The company has not complied with our request to correct the deficiencies as outlined in our 
letter dated November 29,2000 under "SUMMARY OF INFORMATION REVIEWED AND 
FINDINGS/CONCLUSIONS. 

. /) 
_rj,. I 1·f · · 

' v 
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DATA MATRIX 

You are reminded that a new data compensation form listing silver as the active and a data 
matrix for the Technical Grade Silver Active Ingredient must be submitted for both the Axen 
and Axenohl products. You must also submit appropriate data compensation paperwork for the 
Citric Acid A.I. If you are using an unregistered source of active for the Citric Acid under the 
Selective Method of Support, you must submit a data matrix for the TGAI Citric Acid. 

LABELING 

The Agency reserves full labeling review at this time until the above deficiencies have been 
resolved. Just a reminder that additional information/data may be required to support your 
application after the corrected efficacy data have been submitted and reviewed. 

This letter does not constitute registration and the product may not be lawfully marketed until 
all the required infonnation has been submitted for review and found acceptable. 

If you have any questions concerning this letter, please contact Martha Terry at (703) 308-
6217. 

Sincerely, 

'!Jdu"l tt11/' 
Marshall Swindell ! 

Acting Product Manager 33 
Regulatory Management Branch 1 · 
Antimicrobial Division (751 OC) 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
:·WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Product Chemistry Review of Axen 

TO: 

DP Barcode: D271464 
Manufacturing-use [ ] 

Reg. No. or File Symbol: 72977-E 
End-use Product [ X] 

Active Ingredient Composition: 
*SilVer ................................................................................... 0.00li 0/o 
* electrolytically generated s·ilver ions 
( as per undated product label which was post- dated 3/9/01 by the 
reviewer of this submission) 

Marshall Swindell PM 33 · 

FROM: Alex Traska, Chemist ft ~/c;/o; 

THRU: 

THRU: 

Product Science Branch, CT Team 
Antimicrobials Division (751 OC) · 

Karen P. Hicks, CT Team Leader 
Product Science Branch 
Antimicrobials Division (751 OC) 

Michele E. Wingfield, Chief . 
Product Science Branch 
Antimicrobials Division (751 0 C) 

BACKGROUND: 

This re- submis.sion,. ip support of the new product registration of Ax en 
(EPA Reg. No. 7297lE )"an 'end-use hard surface disinfectant, was submitted by 

John \V. Kennedy Consultants, Inc. on behalf of the registrant, ETI H20, Inc. 



The registrant is responding to the November 29, 2000 Agency letter in 
which deficiencies regarding Axen and its manufacturing-use counterpart were 
delineated. In this re-submission a revi.sed CSF and additional information was 
provided for both Axen and Axenohl. · 

The following documents were submitted and examined in the chemistry 
review of this submission: agent's cover letter dated December 7, 2000, 
application covering this re-submission dated 12/8/00, revised Basic Formulation 
CSF for Axen dated 12/5/00,revised Basic Formulation CSF for Axenohl dated 
12/5/00, Agency lett-er dated November 29, 2000 and undated product label which 
was post dated 3/9/01 by the reviewer. 

FINDINGS: 

1. The ingredient statement on product label for Axen must be revised to read as 
follows: 

Active Ingredients: 
*Silver ...................................................................... , ............ 0.0012o/o 
Citric Acid ............................................................................. 4.8387% 
Other Ingredients: ............................................................... 95 .1601% 
Total ................................................................................. 1 OO.OOOOo/o 
*ionic silver generated electrolytically 

Due to the high concentration of citric acid or anhydrous citric acid present in this 
formulation, citric acid must be identified and declared as an active ingredient. At 
these levels citric acid unquestionably provides antimicrobial activity. This 
assignment of citric acid as an active ingredient is required, despite of the fact that 
citric acid also functions as a stabilizer in this formulation . 

.for Axen must be revised to incorporate th~-increase in 
silver hich was recommended for the 12/5/00 
Axenohl CSF in the chemistry review for Axenohl dated 3/9/01. 

3. Identify citric acid or its synonym, anhydrous citric acid, as·an active ingredient 
in the CSF. 

'• ~: -· . . r 

4. All other elements, such·a~ the certified limits, of the CSF were acceptable. 

, .... ._ .. 
./h"' 1'l {I / \ ..... 

'j 



RECOfv1MEi'HJATIONS: 

This re-submission, in support of the new product registration of Ax en, is 
not accepted. 

Issues discussed under Findings must be addressed by the registrant. 

03/09/01 AT 

,, '-'-· . ";. .. ·. 



DP BARCODE: D271464 

CASE: 068118 
SUBMISSION: 5590089 

DATA PACKAGE RECORD 
BEAJ."\1 SHEET 

DATE: 12/27/00 
Page 1 of 1 

* * * CASE/SUBMISSION INFORNATION * * * 
CASE TYPE: REGISTP~TION 

CHEMICJl.LS: 

ID#: 072977-E Jl~EN 
COMPANY: 072977 ETI H20, INC. 

ACTION: 189 _RE~B FQPA-OC-ME TOQ. 

PRODUCT !>tANAGER: 33 MARSHALL SWINDELL 703-308-6341 ROOM: CS1 6B 
Pf·i TEN-1 REVIEWER: MARTHA TERRY 703-308-6217 ROOM: CS1 6W10 
RECEIVED DATE: 12/12/00 DUE OUT DATE: 04/11/01 

DP BARCODE: 271464 
CHEMICAL: 

·-··-u··--
.:> TYPE: 001 

CSF: y 

* * * DATA PACKAGE INFORMATION * * * 

EXPEDITE: N DATE SENT: 12/27/00 

LABEL: Y 

DATE RET.: I 

ASSIGNED TO 
DIV : AD 
BRAN: PSB 
SECT: CTT 
REVR : Cl.CQ .. >{ 
CONTR: 

DATE IN 
lc;? / J r/ L' /' 

I ~:. I .. ? ~'/..-·: ,~: 
l:; I::/'! I'"{· 

DATE 
I 
I 
I 
I 
I 

OUT 
I 
I 
I 

ADMIN DUE DATE: 04101/01 
NEGOT DATE: ....? 1/.; /"I 

PROJ DATE: z. /.;;. 7 /d 

lf]._IOJ 
I I 

I 
I 

* * * DATA REVIEW INSTRUCTIONS * * * 

Please review the corrected CSF based on the Agency's 
comments in letter dated 11129/00. Attached are copies of 
the previous CSF, label and current CSF. 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

I 

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL 



&EPA 

. Company/Product Numhet ("" / 

£.PA file :)(1fl1ho_ 72977- t=. 
. C'Jmpo.ny/Product INams) A X E. N PMI 

33 
. N~n-u1 and Addr& .. of Applic3nt /ln.:lud6 ZIP Code} 6. Expedited Raview. In' accordance with FIFRA Section ~:c)l3) 

(bllil, my product is simila; or identical in composition and labeling 

to: 
EPA Reg. No. _______________________ _ 

Product Name 

Section - II 

Amendm41nt - Explain below. Flnel printed labels In respon9e to D 
D 
0 

A.~jency letter dated! -----------------
Roaubmi .. ion in reeponae to Agency letter d&tod "Me Too• Appliution. 

·Notification - uplain below. Other- Explain b&lc.w. 

xphtnation: Uae additional pege(s) if neeeuer,. ·!For eection land Section II.) , 

(~or..-~c.HoV\S on CSF. Acc::cunt:n5 ..Per .s·:,lve, .. ai\Cf .t~:.~rfctl-1·~-ft'on o.f a.nh'(d.rou> 
c~fr.'c. c:t.c\d a..so... sfd.Jc~{~·zer a.;<pla..'-Y\ed,STr:tr-t-,'nc;: ('1a..terl9-ls ~ ~ ... M 

.A-tEn .e>'flcl.~VI~du.sih~ Axenh~l a.s a. 5-ta.r't,'llj {r«:t,1:co..() rro::1uct-, 

Se ctlon · Ill 
Metarlal Thle Product Will Be Pecka~ed In: 

' 'ild·Ruiatent Peckeging Water Soluble Paci;;eging ;!. Typa of Container 

By.,· 
No 

Cllrtificstlon must 
: _: ;bmltted 

Unit Peckeging 
~ 

Yeo B Yu ~ §j ~=:~ilo . 
._. No i Class 

~~~--------~--------~~------------------~ 
No 

If ·vea· No. per If ·vn· No. pdr Paper 
Unit Packaging wgt. container Package wgt co:ltainer OTher (Speciiy) _____________ _ 

location of Net Contents Information 

J labol 0 Container 

Menner ;, Which Lebel ie Affixed to Product 

4. Sizelsl Retsil Conte;ner 

,____ Lith{lgr&ph 
f-- Peper g!ued 

Stencifod 

I 

Section -IV 

5. lor.arion of label Diractiono 
c::::J On Lobel . 
I..:....J On labalini/ accompenylng product 

0 Other ----------------

Contact Point fCompllltll it11m3 riitectly below lor ldantlficetion of lndlvidus/ to be contacted, if·n•~"~sery. to procf!ss this BPPii~~tion.) 

m• , '\ 1 / 1 · Title C,Y\ S6.t _( 'fyl.-t ~ J fo £r.l /j '2.0 Telephone No._ (l~clude Ante Code) 

~hn lUl Y'\fl-\Vte ·'1 J6ht\ tJ, t4t\~~~ COT\s_~(tAn~> 3N..i;.tJ~-Ito0 
. I Certification ' · 

I c:esv hat the atatemente 1 he11e made on this form and all attachmanto thereto are tru11, accur~to and c~r.•>:l):.a. 
I ac' ow ~geJ'¥1\,•ny kn<>wll)qly falaa vr mlsleadlng statement may be puni.tiheble b;· fins or i.mprisonme,t o· · 
both nde '¢1i4ab" law. // L] · · ;, . 

"'"""'".~-JL! -u \ ~ JLt. c. 3. T;l...., cJ' k'~ .... " .. lc.-, ·····-. 
'yped Neme 5. Oet~ 

t' ----~~~~ 

~~~- 4), V:eY\"el 'z/s/66 

fl. Dalo Application 
h:ace;ved 

!Stam!'ed} 

I 
I 

.- 1 



John W. Kennedy Consultents 
13 "C" Street Suite G 
Laur61, MD 20707 

Phone: (30 l) 490-1600 
Fax: (30 I) 490-5 793 

E-MAIL: J()~: :~>.:1:~ :::·:.:.~ ::~:::: ~::::.::::·:;:--: ::::::::: . ._; ~-::: 

Marshall Swindell 
Product Manager 33 
Antimicrobial Biogram Division (H750SC) 
U. S. Environmental Protection Agency 
Crystal Mall 2 · 
1921 Jefferson Davis Highway 
Arlington, VA 22202 
Attn: Martha Terry 

Subject: Your letter of 11/29/00 
Ax en 
EPA File symbol No. 72977-E 
Axenohl 
EPA File symbol No. 72977-R 

Dear Mr. Swindell, 

December 7, 2000 

JWKC Represents ETI-I-!20. Dr. Ed Woolson has been the primary contact with ETI-
H20 and we are responding to the subject letter. ' 

' 

Enclosed is the revised CSF for both Axen and Axenohl. Th~ revision has taken i~to 
account the comments submitted in the chemistry review. The main function in the 
fomnilatiol) is to keep the silver in solution. \Ve request that citric acid be maintained 
as a stabilizer. At this time, ETIH20 wishes to c4"op the efficacy study for · 
Enterococcus faecium since it is not necessary for the hard surface disinfectant 

. i 
i registration. 

We have not received the review. for the hard surface disinfectant .;~~t.:!y run by 



MicroBic Test, Inc. (Sterling VA.). Efficacy studies were submitted in November 
1999. We understood during the meeting with you and Dr. Shamin on May 11, 2000 
that the efficacy and toxicity studies had been reviewed and found acceptable. Perhaps 
we were wrong in our understanding. The t\1icroBio Test AQAC Use Dilution study 
was submitted on 11/99 and is identified as MRID 4501690q. The summary of the 
data from that study indicates that "Axenohl passes the AOAC Use· Dilution Test 
when S. aureus, ATCC 6538; S. choleraesuis, ATCC 10708 and P. aeruginosa, 
ATCC 15442 are exposed to the 'test material for 10 min~tes at 20±1 C. All of the 
sterility and viability control cultures met the resistance required to meet tbe 
criteria for a valid test. These conclusions are based on t~e obsen·ed data." 

In addition to the lack of review for the hard surface disinfectant study, we have not 
received reviews on the acute studies either. The EPA may Iiave already reviewed the 
submitted in November 1999 for the technical, tl1e same tim~ as the MicroBio Test 
study. They are the acute oral (MRID 45016901 ), acute detrhal {MRID 450 16902), 
eye irritation (MRID 45016903), skin irritation (IvfRID 450~6904) and dermal 
sensitization (MRID 45016905). Axenohl is non-toxic andi{roduct Safety Labs listed 
it as a category 4 compound with slight eye irritation. The eye irritation for Axen 
(1v!RID 450 16907) has been reviewed and found acceptable.! 

; 

Conclusions reached by Product Safety Labs are: 
Acute-Oral Toxicity Study in Rats (I'vtRID 45016901) . 
"An acute oral toxicity test was conducted with rats to d~termine the potential 
for Axenohl to produce toxicity from a single dose via th~ oral route. Based on 

'the results of this study, the single dose acute oral LD50.pfthe test subs.tance is 
greater than 5,000 mglkg of bodyweight ... All animals sutvived and appeared 
active and healthy throughout the study .... There were n~ signs of gross toxicity, 
adverse pharmacologic effects or abnormal behavior. G~oss necropsy findings at 
terminal sacrifice were unremarkable." i 

· .. ,..._ 



Acute Dermal Toxicity Study in Rats- Limit Test (MRID 4~016902) 
"An acute ·dermal toxicity test was conducted with rats t<~ determine the potential 
for Axenohl to produce toxicity from a single topical a·pptication. Based on the 
results of this study, the single dose acute dermal LD50 or the test substance is 
greater tha.n 5,000 mglkg of body weight. ... All animals syrvived, gained weight 
and appeared active and healthy. There were no signs ofigross toxicity, adverse 
pharmacologic effects or abnormal behavior. Gross necr~psy findings at 
terminal sacrifice were unremarkable." ; 

Primary Eye Irritation Study in Rabbits (MRID 450 16903) 
"A primary eye irritation test was conducted with rabbitS to determine the. 

I 

potential for Axenobl to produce irritation from a single jinstillation via the 
ocular route. Based on the results of the study, the test sqbstance is classified as 

· mildly irritating to the eye .... No corneal opacity or iritis ~vas observed during the 
study ... The overall incidence and severity of irritation d~reased with time. All 
animals were free from ocular irritation within 72 hours!" 

Primary Skin Irritation Study in Rabbits (MRID 450 16904) i 

"A primary skin irritation test was conducted with rabbits to determine the 
I 

potential for Axenohl to produce irritation after a single ;topical application. 
Based on the results of this study, the test substance is cl~ssified as slightly 
irritating to the skin ... Twenty-four hours after patch reD;toval, well-defined 
erythema was observed at all three treated sites. Very sl~bt edema was also 
evident the two rabbits. The overall incidence and severi~ of irritation decreased 
with time. All animals were free {rom irritation by Day •9 (study 
termination) ... The Primary Dermal Irritation Index (PD)I) calculated for this 
test substance was I. 7" 

•• J 

1.' -· 

. ' '....:• 



Dermal Sensitization Study in Guinea Pigs (Buehler Method) (IVlRJD 45016905) 
"A dermal sensitization test was conducted with guinea p'igs to determine the 
potential for Axenohl to produce sensitization after repe~ted topical 
applications .... Based on results of this study, the test sub~tance is not considered 
to be a contact sensitizer. Historical data ... indicating a ppsitive response to 
0.04°/o DNCB in acetone validates the test system used in1this study." 

These studies may have been reviewed at this point. , 
Therefore, we request that the infom1ation include our comniJents and be reviewed by 
EPA's own in-house reviewers in the interest of saving time! since the data is so clear 
that it passes the hard ~wface disinfectant criteria. I trust that this could by done with a 
minimum of time delay since this registration has been pen~~ng for over one year 
$ince it was initially submitted.· · 

We appreciate very much your assistance in performing an cixpedited review and 
resolution for registration of Axen and Axenohl. i 

T . 
)j /J 

John W. Kennedy 

.; ..J 

' ' 



UNITED STATES ENVIRONMENTAL PROT~CTION AGENCY 

ETI H20 
Route 14, Box 1517 
Lake City, FL 32054 

Attention: John W. Kennedy, Agent 

Subject: Ax en 

\.JASHINGTOH. 0. C. 20460 

EPA File Symbol Number 72977 -E 
Your Application Dated June 16th, 2000 

Axenhol 
EPA File Symbol Number 72977-R 
Your Application Dated June 16'h, 2000 

! 

NOV 2 9 2000 

OFFICE OF 
PREVENTION. PESTICIDES 

AND TOXIC SUBSTANCES 

A review of your application packages has determined that addition~! information will be 
required in order for us to continue processing these applications. ! 

PRODUCT CHEMISTRY/CSF.FOR AXEN, EPA FILE SYMBOL 72977-E 

1. The revised. Confidentiai Statement of Formula dated June 23rd, ~000, is incomplete 
I 

for the following reasons. ! 

A. The amount of silver given in item 13a of the CSF is not con$istent with the per
centage of the silver shown in item 13b. Thi~ inconsistency rust be resolved. 

B. Item 17 of the CSF was not completed as required. 

C. The nominal concentration of0.0010% for silver given in ite~ 13b of the CSF Jo_e.~. 
agree with the label declaration of0.0012%. · 

i 
D. Citric acid at a 4.8% level in the formulation cannot be justi~ed as rr.erdy a 

stabilizing agent, for J 2 ppm of silver ion. At this concentration, citr:c 1~~d has 
well established aq~ibaqte_ri~l properties, and as such must b~ identifieC: anJ de-· 
clared as an active ingr~dient. (If this is not the case, please :support-:n:.:r posit:on 
by justification) . ' 

' 
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E. It is suggested that the .<\:..:en basic- CSF be written to show bot~ the starting materials 
which i;~lude A.xenhol and the final composition of A:xen, on dilution of Axenhol with 

-and citric acid. 

f. A complete chemical composition ofthe comp st be 
submitted for our review. The composirion would include che$1ical names, CAS Reg. 
Nos. and percentages of each component. ' 

G. Submit a corrected CSF an~ in column 13b enter the percentages by weight for each 
component. 

2. The 830 Test Guideline Series covering test protocols for color~ pH, Physical state and 
density of Axen were- acceptable. 

3. The Accelerated Storage and Stability Study covering this prod~ct was also acceptable . 
. ; 

PRODUCT CHEMISTRY/CSF FOR AXENHOL, EPA FILE SYMBOL 72977-R 
: . 

1. The revised Confidential Statement of Formula dated Jun~ 23"\ 2000, is incomplete 
for the following reasons. : 

A. The lower control limit 
higher than the nominal concentration 
l3b. 

cannot be 

B. The use of citric acid at concentration of 17.05% as a ','stabilizer" for 0.240% 
of silver citrate. The high use levels of citric acid in both the Axenhol and Ax en 
must also provide antimicrobial activity. Citric acid, t~erefore, should be 
treated as an active ingredient in the fonnulation and ~n the product labeling. 

C. Submit a revised CSF and product labeling with the abbve corrections for our 
review for Axenhol. · · 

0 • 

2.· The product chemistry and accelerated storage and stability data were comp~eiea ·· 
and acceptable. ' 

; . •. -
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John W. Kennedy Consultants 
13 "C" Street Suite G 
Laurel, MD 20707 

Phone: (301) 490-i600 
Fax: (301) 490-5793 

E-M AIL: .\o:-:~:~:: ::1::: ~::·:·:_· c::~:: !::::~~~::::::-: ::-::::::::. ·i:: :; : 

Marshall Swindell 
Product Manager 3 3 
Antimicrobial Biograrn Division (H7505C) 
U. S. Environmental Protection Agenc.y 
Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 
Attn: Martha Terry 

Subject: Your letter of 11/29/00 
Axen 
EPA File symbol No. 72977-E 
Axenobl 
EPA File symbol No. 72977-R 

Dear Mr. Swindell, 

. . 
Dec;:ember 7, 2000 

JWKC Represents ETI-H20. Dr. Ed Woolson has been the primary contact with ETI
H20 and we are responding to the subject Jetter. 

Enclosed is the revised CSF for both Axen and Axenohl. Th¢ revision has taken into 
account the comments submitted in the chemistry review. The main function in the 
fonnulation is to keep the silver in solution. We request that citric acid be maintained 
as a stabilizer. At this time, ETIH20 wishes to drop the efficacy study for 
Enterococcus faecium since it is not necessary for the hard surface disinfectant 
registration. 

We have not received the review for the hard surface disinf~ctant stu~y run hy · 

.. r: 
. -:.. .;._ 

./ 



MicroBia Test, Inc. (Sterling VA.). Efficacy studies were submitted in November 
1999. We understood during the meeting with you and Dr. Shamin on May 11, 2000 
that the efficacy and toxicity studies had been reviewed and found acceptable. Perhaps 
we were wrong in our understanding. The MicroBia T~st A()AC Use Dilution study 
was submitted on 11/99 and is identified ·as MRID 45016906. The summary of the 
data from that study indicates that "Axenohl passes the AQAC Use Dilution Test 
when S. aurcus, ATCC 6538; S. choleracsuis, ATCC 107~8 and P. aeruginosa, 
ATCC 15442 are exposed to the test material for 10 min~tes at 2()±1 C. All of tbe 
sterility and viability control cultur~s met the resistance required to meet the 
criteria for a valid test. These conclusions are based on tl;le observed data." 

In addition to the lack of review for the hard surface disinfeqtant study, we have not 
received reviews on the acute studies either. The EPA may Have already revie,~ed the 
submitted in November 1999 for the technical, the same timb as the MicroBio Test 
study. They are the acute oral (MRID 45016901), acute dermal (MRID 45016902), 
eye irritation (MRID 45016903), skin irritation (MRID 450~6904) and dermal 
sensitization (l\1RlD 450 16905). Axenohl is non-toxic and Ifroduct Safety Labs listed 
it as a category 4 compound with slight eye irritation. The eye irritation for A.xen 
(l\.1RID 450 16907) has been reviewed and found acceptablej 

Conclusions reached by Product Safety Labs are: 
Acute Oral Toxicity Study in Rats (MRID 45016901) , 
"An acute oral toxicity test was conducted with rats to d~termine the potential 
for Axeoohl to produce toxicity from a single dose via th~ oral route. Based on 
the results of this study~ the single dose acute oral LD50 pf the test substance is 
greater than 5,0.00 mglkg of bodyweight ... Ail animals sutvived and .appeared 

·.active and healthy throughout the study •... There were m~ signs of gross toxicity, 
adverse pharmacologic effects or abnormal behavior. G~oss necropsy findings at 
terminal sacrifice were unremarkable." 1 

·~ "!.. ·. : ""· 

., 



A~ute. Dermal Toxicity Study in Rats- Limit Test (MRID 45,0 16902) 
uAn acute dermal toxicity test was conducted with rats t~ determine the potential 
for Axenohl to produce toxicity from a single topical app,icatio.n. Based on tbe 
results of this study, the single dose acute dermal LD50 o( the test substance is 
greater than 5,000 mglkg of body weight. ... All animals s~rvived, gained weight 
and appeared active and healthy. There were no signs ofigross toxicity, adverse 
pharmacologic effects or abnormal behavior. Gross necr~psy findings at 
terminal sacrifice were unremarkable." ; 

Primary Eye Irritation Study in Rabbits.(J\.1RID 450 16903} : 
"A primary eye irritation test was conducted with rabbi~ to determine the 
potential for Axenobl to produce irritation from a single jinstillation via the 
ocular route. Based on the results of the study, the test slibstance is classified as 

' . 

mildly irritating to the eye .... No corneal opacity or iritis ~as observed during the 
study .•. The overall incidence and severity of irritation decreased with time. All 
animals were. free from ocular irritation within 72 hours~" 

' 
Primary Skin Irritation Study in Rabbits (MRlD 45016904) i 
"A primary skin irritation test was conducted with rabbhs to determine the 
potential for Axenohl to produce irritation after a single !topical app!ication. 
Based on the results of this study, the test substance is cl~ssified as slightly 
irritating to the skin ... Twenty-four hours after patch ren;toval, well-defined 
erythema was observed at all three treated sites. Very·sl~ht edema was also 
evident the two rabbits. The overall incidence and sever·i~ of irritation decreased 
with time. All animals were free from irritation by Day •9 (study 
termination) ... The Primary Dermal Irritation Index (PD)I) calculated for this 
test substance was I. 7" ! 

., .. 
.. " 

·' 



~.. . 

Dema1 Sensitization Study in Guinea Pigs (Buehler Method) (MRID 45016905) 
4~A dermal sensutization test was conducted with guinea pigs to determine the 
potential for Axenobl to produce sensitization after repe~ted topical 
applications .... Based on results of this study, the test sub~tance is not considered 
to be a contact sensitizer. Historical data ... indicating a ppsitive response to 
0.04°/o DNCB in acetone validates the test system used in! this study." 

i 

These studies may have been reviewed at this point. 
Therefore, we request that the i-nformation include our comJJ;tents and be reviewed by 
EPA's own in-house reviewers in the interest of saving timeisince the data is so clear 
that it passes the hard surface disinfectant criteria. 1 trust th~f this could by done with a 
minimum of time delay since this registration has been pen~ng for over one year 
since it was initially submitted. ' 

We appreciate very much your assistance in perfonning an ~xpedited review and 
resolution for registration of Axen and Axenohl. : 

,-
. . . ·~ .,. 

.. 



Page ___ is not included in this copy. 

Pages /4<::;-- through/1{·! are not included ~n this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process . 

. Description of quality control procedures. ---
Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA regi.stration data. 

/The document is a duplicate of page (s) /3cf -l:.Jj' 
' 

The document ~s not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared the response to your request. 
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John W. Kennedv Consultsnts 
I 3 "C" Street Suite G 
Laurel, MD 20707 

Phone: (301) 490-1600 
Fax: (301) 490-5793 

E-MAIL: Jq!-::::~~st~.r:~::·:~.".c:-::::: ~::::.::::::"::~ :-::~~::::. ~ ·:::: 

Marshall Swindell 
Product Manager 33 
Antimicrobial Biogram Division (H7505C) 
U. S. Environmental Protection Agency 
Crystal Mall 2 
192] Jefferson Davis Highway 
Arlington, VA 22202 
Attn: Martha Terry 

Subject: Your letter of 11/29/00 
Ax en 
EPA File symbol No. 72977-E 
Axenohl 
EPA File symbol No. 72977-R 

Dear Mr. Swindell, 

December 7, 2000 
l 

JWKC Represents ETI-H20. Dr. Ed· Woolson has been the primary contact with ETJ-
H20 and we are responding to the subject letter. ' 

Enclosed is the revised CSF for both Axen and Axenohl. Th~ revision has taken into 
account the comments submitted in the chemistry review. The main function in the . 
formulation is to keep the silver in solution. We request thati citric acid be maintained 
as a stabilizer. At this time, ETIH20 wishes to drop the effi~acy study for 
Enterococcus faecium since it is not necessary for the hard ~urface disinfectun~ 
registration. ; 

. . 
We have not received the revie\v for the hard surface disinf~ctant study run by 

•• 'f_ 
,. 
. "'· 



ivticroBio Test, lnc. (Sterling VA.). Efficacy studies were submitted in November 
1999. \Ve w1derstood during the meeting with you and Dr. Shamin on May 11, 2000 
that the efficacy and toxicity studies had been reviewed and. found acceptable. Perhaps 
we were wrong !n our understanding. The Mic.roBio Test At;'JAC Use Dilution study 
was submitted on 11!99 and is identified as MRID 45016906. The summary of the 
data from that study indicates that "Axenohl passes the A<!>AC Use Dilution Test 
when S. aureus, ATCC 6538; S. choleraesuis, ATCC 107~8 and P. aeruginosa, 
ATCC 15442·are exposed to the test material for 10 min~tes at 20±1 C. AJI of the 
sterility and viability control cultures met tbe resistance required to meet the 
criteri~ for a valid test. These condusions are based on t~e observed data.'• 

l 

ln addition to the lack of review for the hard surface disinfeqtant study, we have not 
received reviews on the acute studies either. The EPA may liave already reviewed the 
submitted in November 1999 for the technical, the same tim~ as the :rviicroBio Test 
study. They are the acute oral (MRID 45016901), acute denhal (MRID 45016902), 
eye irritation (MRID 45016903), skin irritation (MRID 450~6904) and dem1al 
sensitization (l\.1RID 450 16905). Axenohl is non-toxic and P;roduct Safety Labs listed 
1t as a category 4 compound with slight eye irritation. The eye irritation for Axen 
(l\1RID 450 16907) has been reviewed and found acceptable~ 

Conclusions reached by Product Safety Labs are: 
Acute Oral Toxicity Study in Rats (:tv1R.I.O 450 l 6901) 
~'An acute oral toxicity test was conducted with rats to d~termine the potential 
for Axenobl to produce toxicity from a single dose via tb~ oral route. Based on. 
the results oftbis study, the single dose acute oral LD50 ~f the test substance is 
greater than 5,000 mg/l{g of bodyweight ... Ail animals su~vived and appeared 
acth·e and healthy throughout the study .... There were no signs of gross toxidty 1 · 

adverse pharmacologic effects or abnormal bebavior. G~oss necropsy findings at 
terminal sacrifice were unremarkable." ! 

.. ..-: 
. ~-

.... 



Acute Dermal Toxicity Study in Rats- Limit Test (tvlRID 450 16902) 
"An acute dermal toxicity test was conducted with rats t~ determine the potential 
for Axenohl to produce toxicity from a single topical app~ication. Based on the 
results of this study, the single dose acute dermal LD50 of the test substance is 
greater than 5,000 mglkg of body weight .... All animals syrvived, gained weight 
and appeared active and healthy. There were no signs of~ross toxicity, adverse 
pharmacologic effects or abnormal behavior. Gross necr~(}Sy findings at 
terminal sacrifice were unremarkable." ' : 

Primary Eye Irritation Study in Rabbits (MRID 45016903} , 
"A orimarv evt: ~1r~·ij,j.:~,~~on test was·conducted with rabbit$ to determine the 

• I 

ll'·· . . .· ~ t ii·ritation from a single !instillation via the 
ocular ro~t~. !Jased nn t~r.e: results of the study, the test s~bstance is classified as 
mildly irritating to the eye .... No corneal opacity or iritis ~as observed during the 
study ... The .overall incidence and severity of irritation <f~reased with time. Ail 
anir-' ·- v,. '\\'~i·,; Dn:e from ocular irritation within 72 hours~" 

Primary Skin Irritation Study in Rabbits (MRlD 45016904) i 
"A primary skin irritation test was conducted with rabbits to determine the 

I 

potential for Axenobl to p·roduce irritation after a singl_e !topical application. 
Based on the results of this study, the test substance is cl~ssified as slightly 
irritating to the skin ... Twenty-four hours after patch reO:. oval, well-defined 
erythema was observed at all three treated sites. Very·sl~ht edema was also 
evident the two rabbits. The overall incidence and severi~ of irritation decreased 
with time. All animals were free from irritation by Day ~9 (study 
termination) .•. The Primary Dermal Irritation Index (PDll) calculated for. this 
test substance was I. 7" -~ 

.. .. :. 

., 



Dermal Sensitization Study in Guinea Pigs (Buehler Method) (.MRlD 45016905) 
"A dermal sensitization test was conducted with guinea p,'igs to determine the 
potential for Axenohl to produce sensitization after repeated topical . 
applications .... Based on results of thas study, the test sub~tance is not considered 
to be a contact sensitizer. Historical data .. .indicating a positive response to 

! 
· 0.04°/o DNCB in acetone validates the test system used in; this study." 

These studies may have been reviewed at this point. 
Therefore, we request that the infonnation include our comn?ents and be reviewed oy 
EPA's own in-house reviewers in the interest of saving timeisince the data is so clear 
that it passes the hard surface disinfectant criteria. I trust that this couid by done with a 
minimum of time delay since this registration has been pend;~ng for over one year 
since it was initially submitted. ; 

We appreciate very much your assistance in performing an ~xpedited reyjew and 
resolution for registration of Axen and Axenohl. i 

' 



Page ___ is not included in this copy. 

Pages l ~=;c{ 1 ..• --·,-·---· 

throughf:) ~ are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process . 

. . Description of quality control procedures. ---
Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA regi-stration data. 

;./~he document is a duplicate of page ( s) /3L~- -i 3 lf. ---
The document is not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared the response to your request. 



AXEN® 
Stabilized Ionic Silver 

l-Iard Surface Disinfectant 

AXEN ® Disinfectant Pump Spray Kills Viruses and bacteria on environmental surfaces in 
your home and public places. It eliminates germs and odors on hard nonporous surfaces 
that you come in contact with everyday. Use AXEN ®Disinfectant Spray: 
In empty garbage cans · In diaper pails 
In pef areas In empty hampers 
In sick rooms On doorknobs 
Under sinks Around toilet areas 

_Fast/Easy/Effective: Use on finished surfaces in basements, closets, attics, laundry rooms, 
storage areas, vacation homes, boat interiors, shower stalls and recycling bins. Excellent 
for controlling mold and mildew on mattresses, pillows and shower curtains. 

Bacteria and Fungi: 
Staph and Strep 
Salmonella 
E. Coli 

Campylobacter 
Athlete's foot fungus 

Active lnqrediants: 
·Silver 
Inert ingrediants 

Total: 

Viruses: 
Rhinovirus (the leading cause of the common cold) 
Rotavirus (the leading cause of infectious diarrhea in children). 
Respiratory Syncytial Virus (the leading cause of lower 
respiratory infections in children) 
Poliovirus Type 1 -Adenovirus type 2 
Herpes simplex Virus types 1 & 2 - Hepatitis A 

Ingredients 

. 0.0012% 
99.9988% 

100.0000% 

• electrolytically generated Silver ions . 

KEEP OUT OF REACH OF CHILDREN 
PRECAUTIONARY STATEMENTS: 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION 
Harmful! if swallowed. Avoid contact with eyes. Wash 
thoroughy with soap and water after handling, Avoid 

contamination of food and feed. Do not leave package 
where children and animals may gain access. 

STATEMENT OF PRACTICAL TREATMENT 

IF IN EYES, flus~· witfi pleAty of water. Get medical attention if irriiation persists. 
":... ·. · .. ·. 

IF ON SKIN, wash with soap and water. Get medics! attcn1ior: if irritat:on persits. 
· ... 
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ACTION CODE / 579 
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UNITED ST.i\TES ENVIRONf.iENTAL PROTECTION AGENCY 

ETI H20 
Route 14, Box 1517 
Lake City, FL 32054 

Attention: John W. Kennedy, Agent 

Subject: Axen 

~IASHINGTON. D.C. 20460 

EPA File Symbol Number 72977-E 
Your Application Dated June 16111

, 2000 

Axenhol 
EPA File Symbol Number 72977-R 
Your Application Dated June 16111

, 2000 

NOV 2 9 2000 

OFFICE OF 
PREVENTiON. PESTiCIDE'S 

AND TOXIC SUBSTANCES 

A review of your application packages has determined that additional information will be 
required in order for us to continue processing these applications. 

PRODUCT CHEMISTRY/CSF FOR AXEN, EPA FILE SYMBOL 72977-E 

1. The revised Confidential Statement ofFormula dated June 23rd, 2000, is incomplete 
for the following reasons. 

A. The amount of silver given in item 1 3a of the CSF is not consistent with the per
centage of the silver shown in item 13b. This inconsistency must be resolved. 

B. Item 17 of the CSF was not completed as required. 

C. The nominal concentration ofO.OOlO% for silver given in item 13b ofthe CSF does 
agree with the label declaration of0.0012%. 

D. Citric acid at a 4.8% level in the formulation cannot be justified as merely a 
stabilizing agent, for 1) ppm of silver ion. At this concentration, citri.c acid has 
well established arit-ib.acterla~.properties, and as such must be identified and de
clared as an active ingredient.·· (Ifthis is not the case, please support your position 
by justification). 



Page 2 

E. It is suggested that the Axen basic CSF be written to show both the starting materials 
which include Axenhol and the final composition of Axen, on dilution of Axenhol. with 
-and citric acid. 

F. A complete chemical composition ofthe component' _rpust be 
submitted fo~ our review. The composition would include che~cal names, CAS Reg. 
Nos. ·and percentages of each component. 

G. Submit a corrected CSF gnd in column 13b enter the percentages by weight for each 
component. 

2. The 830 Test Guideline Series covering test protocols for color, pH, Physical state, and 
density of Axen were acceptable. 

3. The Accelerated Storage and Stability Study covering this product was also acceptable. 

PRODUCT CHE:MISTRY/CSF FOR AXENHOL, EPA FILE SYMBOL 72977-R 

1. The revised Confidential Statement of formula dated June 23rd, 2000, is incomplete 
· for the following reasons. 

A The lower control limit for 
higher than the nominal concentratiOn 
13b. 

as given in 

B. The use of citric acid at concentration of 17.05% as a "stabilizer" for 0.24% 
of silver citrate. The high use levels of citric acid in both the Axenhol and 
Axen must also provide antimicrobial activity. Citric acid, therefore, should 
be treated as an active ingredient in the formulation and on the product labeling. 

C. Submit a revised CSF and product labeling with the above corrections for our 
review for Axenhol. 

2. The product chemistry and accelerated storage and stability data were completed 
and acceptable. 

~: .. ·. ~ '.i 

,.. . .. : - . . : .. . -~ _,.. .. 
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EFFICACY: 

The submitted efficacy data were found to be deficient and unacceptable. Please refer 
to the enclosed copy of the efficacy review under "SUM:M~ARY OF fNFORMATION 
REVIEWED ANTI FINDINGS/CONCLUSIONS" for your corrections and guidance. 

LABELING: 

The Agency reserves a full label review at this time until the above deficiencies have been 
resolved. Just a reminder that additional information/data may be required to support 
your application after the corrected efficacy data have been submitted and reviewed . 

. ADMINISTRATIVE {for both products): 

Submit a data matrix for the Technical Grade Silver Active Ingredient. Refer the Agency's 
Silver RED document. You must also submit appropriate data compensation paperwork 
for the Citric Acid active ingredient. If you were using an unregistered source of citric 
acid and the Selective MOS, you must submit a data matrix for the TGAI Citric Acid. 

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at 
(703)-308-6237. 

Sincerely, 

lJYlkv.c~,d t£/1 
Marshall Swindell 
Product Manager 3 3 
Regulatory Management Branch I 
Antimicrobial Division(7505C) 

:- : 

•. ' 
.• r· 

\._: . .t. 



ETI H20 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

RT. 14, BOX 1517 
LAKE CITY, "FL 32054 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 08/03/00. Our staff 

AUG 7 2000 

has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be in full complia~ce with 
the standards for submission of data contained in PR 
Notice 86-5. A copy 9f your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released. 

•• "f_ .--: 
. ':- "'· 

' · .. 



451820-00 

John \V. Kennedy Consultants 
13 ·c Strec1 Swle G 
· Laurel, .MD 20707 

Phone: (301) W0-1600 
Fax: (301) .t90-5793 

E-MAIL JohnKcnncdYConsul!Jnlsn hotr,..;Jil.com 

To: l\'larshall Swindell 
Product Manager 33 
Antimicrobial Division (H7505C) 

· Office of Pesticide Programs· 
Environmental Protection Agency 
Crystal Mall No. 2 
1921 Jefferson Davis Highway 

June 16, 2000 

Arlington, VA 22202 / 

Subject: AXEN- EPA File Symbol 72977-E . 
AXENOI-il.. - EPA File Symbol 72977-R 
Our Meetings of 611 5/00, Your Letter of 5/I-0/00 With 
Reviews of3/31/00 and 5/8/00 and Telephone Note of 4/19/00. 

Dear Mr. Swindell 

John W. Kennedy Consultants (JWKC) represents ETI H20 Inc. in aJI ma{\ers dealing 
with pesticide clearances. · 

AXEN is an end-use product formulated by the dilution of AXENOHL. The chemistry of 
AXEN passed the front end screen, then was reviewed by the EPA and found acceptable 
(your letter of May I 0, 2000) except for minor deficiencies, which we have co.~cted. 
The product dtemistry of AXENOHL did not make it through the front end screen •• , 

• • • 
because of minor discrepancies which we have corrected (see resubmission transminal• • • 
document). The data review ofthe chemistry for AXENOHL should not be necessary 
since the AXENOI-ll.. submission is almost exactly the same as the AXE"N chemistry. 

• < 

We have also included an Accelerated Storage Stability Study of AXENOHL and .-\..JCPN '' 
along with the chemical properties of AXENOHL. The same Transminal Document has 
an efficacy study for AXENOI-ll... . 

• t It I I 

• 
The question of whether the active is a new chemical was addressed using the chemistr-Y'·' . . ... 
conducted by Bio-Analytical Services, Inc. under the direction of Dr. Ed Woolson. • ••• , 

AXENOHL and AXEN ~rea C(lmbination of electrolytically generated silver ions and 
stabilizers. The anached'data.·demonstrated that the active is ionic silver (anachment #I) 

• 

; . ' : 

.• .o; 



We then discussed the claim that the formulation is a "stabilized ionic silver". There was 
agreement and the revised labels reflect the discussion (Attachment# 2) 

Changes have been made to the Confidential Statement of the Formula (CSF) for A.XEN 
as requested in your May 10, 2000 memo and EPA reviews of 5/08/00. We ha\·e also 
anached a new CSF for A..~XENOHL (Attachment# 3). 

The efTicaC'r' studies was rejected [07) because of minor deficiencies which have been 
corrected (see Resumission Transmittal Document) · 

The toxicology review for AXEN included only the eye irritation study, '"'hi•:h was fourd 
acceptable to the EPA in a memo dated 5/08/00: Subject 0263138. As noted. the AXEN 
.is the diluted form of A.XENOI-ll.. and the full compliment of toxicology stt·dies were 
conducted on the "technical" (AXENOI-ll..). From our review of the studies, the 
AXENOHL should be category IV and therefore AXEN would also be cate.sor:.- IV. Tht> 
toxicology studies for AXENOHL can therefore satisfy the data require~ents. for .1\..~"N. 

The studies listed below are for AXENOHL ®,the technical concentrate(~. 2,400 ppm Ag~): 

1. 
2. 
3. 
4. 

5. 

Study 
Acute oraJ Toxicity 
Acute Dermal Toxicity 
Dermal Sensitization 
Ocular Irritation 

Dermal Irritation 

Our Conclusions 
LD50 >5,000 mg/Kg 
LD50>5,000 mg/Kg 
Not a contact sensitizer 
Mildly initation. Irritation 
cleared by 72 hours. Category 3. 
Slight irritation at 72 hours· 
which cleared. 

MRJD Numbers 
45016901 
45016902 
4501690:' 
4501690~ 

4501690-f 

. 
For the diluted product, AXEN ®,at proposed use level concentrations (ca. 12 ppm Ag-=-) the 
ocular irritation study indicated the product to be practically non-irritating with the irm.ation 
cleared by 24 hours. (i\·tRJD 45Ql65-0l) 

SUMJ\L\RY 
The conclusion afthe discussion was that the active is ionic silver and not a new chern..ical as an, 
"old" chemical, the following should be exempt from the following bartery of studies rerequest'efi ' . ' 
in your previous letter: 

I. Subchronic Tox. 
2. Chronic Tox (teratology) 
3. Mutagenicity 
4. Bird LD 50 
5. Fish LC .50 

.t 6. lnvertebrate LC50 

• 

A new philosophy is being discussed at the EPA and is leaning toward requiring a risk assessml.~~ : : · 
for any new uses of a chemical. Mr. Swindell indicated that it may be necessary to conduct a risk 
assessment using additional toxicology studies. We do not believe this is necessary for the 
product with such low toxi~ity,:'esp~~<ially since the use pattern is only as a bard surface 
disinfectant. '· · · ' "'· 

.. · 1: 

...... 
' 

I'' I; 

1 \:\ ,. 
~ \ ..• 



' Another important factor to be considered in the use of a product containing a silver ion i5 that 
this unique disinfectant can be rotated with other dassE.-s of disinfectants to control resistant 
organisms (bacteria, fungus, \~rus) in a integrat~ approach. Any risk assessment should take into 
account pesticides that can be used i!l rotation to prevent resistance from occurriilf?. 

It shou.ld be pointed out that ionic silver is generated in sv-.Wuning pool cleaning systems without . ~ . . 
any regulation. The proposed use of the subject products will be as a hard surface Jisu.fectant at 
extremely low rates (12 ppm). The benefit involved using a metal ion at such low rates woulci r?r 
exceed any risks for such a use and any risk assessment should take that fact into q::ms:deration. 

,.. 
.. ;.. . 

!
\ .d 
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AXEN@. 
Stabilized Ionic Silver 

Hard Surface Disinfectant 

AXEN ®Disinfectant Pump Spray Kills Viruses and bacteria on environmental surfaces in 
your home and public places. It eliminates germs and odors on hard nonporous surfaces 
that you come in contact with everyday. Use AXEN ®Disinfectant Spray: 
In empty garbage cans In diaper pails 
In pet areas In empty hampers 
In sick rooms On doorknobs 
Under sinks Around toilet areas 

Fast/Easy/Effective: Use on finished surfaces in basements, closets, attics, laundry rooms, 
storage areas, va·cation homes, boat interiors, shower stalls and recycling bins. Excellent 
for controlling mold and mildew on mattresses, pillows and shower curtains. 

Bacteria and Fungi: 
Staph and Strep 
Salmonella 
E. Coli 

Campylobacter 
Athlete's foot fungus 

Active lnqrediants: 
·Silver 
Inert ingrediants 

Total: 

Viruses: 
Rhinovirus (the leading cause of the common cold) 
Rotavirus (the leading cause of infectious diarrhea in children) 
Respiratory Syncytial Virus (the leading cause of lower 
respiratory infections in children) 
Poliovirus Type 1 - Adenovirus type 2 
Herpes simplex Virus types 1 & 2 - Hepatitis A 

Ingredients 

0.0012% 
99.9988% 

100.0000% 

• electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 
PRECAUTIONARY STATEMENTS: 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION 
Harmful! if swallowed. Avoid contact with eyes. Wash 
thoroughy with .soap and water after handling, Avoid 

contamination of food and feed. Do not leave package 
where children and animals may gain access. 

STATEMENT OF PRACTICAL TREATMENT 

IF IN EYES, flustt~f{h pl~nt.Y of water. Get medical attention if irritation persists. 

IF ON SKIN, wash with soap and water. Get medica! atten!ion if initatic:o p8rsi~s. 
.. .. l -



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
. WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Product Chemistry Review of Axen 

TO: 

DP Barcode: D268937 
Manufacturing-use [ ] 

Reg. No. or File Symbol: 72977-E 
End-use Product [X] 

Active Ingredient Composition: 
*Silver ......................... · ................................................................. 0.0012°/o 

*electrolytically generated silver ions 

Marshall Swindell PM 33 

FROM: Alex Traska, Chemist 

THRU: 

THRU: 

Product Science Branch, CT Team 
Antimicrobials Division (751 OC) 

Karen P. Hicks, CT Team Leader 
Product Science Branch 
Antimicrobials Division (751 OC) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (751 0 C) 

BACKGROUND: 

This re-submission 'in support of the new product registration, for the 
subject hard surface disinfectant'spray, was submitted by John W. Kennedy 

' 



Consultants, Inc. on behalf of the registrant, ETI H20, Inc. 
The registrant, in this re-submission, is responding to the May 10, 2000 

Agency letter in which specific revisio.ns and corrections were requested to the 
CSF and label. 

The following documents were submitted and examined in the chemistry 
review of this submission: agent's cover letter dated June 16, 2000; revised Basic 
Formulation CSF dated 6/23/00, product label dated 10110100 by the revie\ver, 
Product Chemistry Data Series 830 covering determinations of color, pH, physical 
state, odor, density and accelerated stability studies. 

FINDINGS: 

1.The 830 Test Guideline Series covering test protocols for color, pH, physical 
state and density of Axen were acceptable. 

2. The Accelerated Storage Stability Study covering this product was also 
complete and acceptable. 

3. The amount of silver given in item 13 a of the CSF is not consistent with the 
percentage of the silver shown in item 13 b. This inconsistency must be resolved. 

4. Item 17 of the CSF was notcompleted as required. 

5.The nominal concentration of0.0010% for silver given in item 13b ofthe CSF 
does not agree with the label declaration of 0.0012% . 

6. Citric acid at a 4.8% level in the formulation cannot be justified as merely a 
stabilizing agent, for 12 ppm of silver ion. At this concentration, citric acid has 
well established antibacterial properties, and as such must be identified and . ~· , 
declare~ as an active ingredient. ( :!.f ~·i~,;5 ·~c, r1~o-i -ii ... L (~i p1.Y-ti.,;;{ :.''"fP:.,f- Y'-~;.1 iyJ-:.rll:J:fy 
}tq ,~j c~{;·,'V'-\ i 

7. It is suggested that the Axen Basic CSF be written to show both the starting 
materials which include Axenohl and the final composition of Axen, on dilution 
of Axenohl with citric acid. ,.. 

~ . , 

. ···. . _; (l .. . ' 
• t, 

\Y • 



RECOMMENDATIONS: 

This re-submission, in support of the new product registration of Ax en , is 
not accepted. 

Deficiencies noted under Finding~ must be addressed by the registrant. 

10/10/00 AT 



ETI H20 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

RT. 14, BOX 1517 
LAKE CITY, FL 32054 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 07/07/00. Our staff 

JUL J 2 2000 

·has completed a preliminary analysis of the material. The results are 
provided as follows: 

We are unable-to accept your data submittal for further 
processing and review, because of the significant 
deficiencies noted below. It is being returned to you 
for correction. If deficiencies were found which apply 
to your overall submission, they are described 
immediately following this paragraph. If problems are 
found with ·individual studies, they are described below 
linked to the study identifier found on the enclosed 
copy of your bibliography. 

Rejected study [01] 

A statement of compliance or non-compliance with the 
Good Laboratory Practices Standards contained in 40 
CFR160 is required for all studies (except range 
finding studies and supplements to previously submitted 
studies·) submitted to EPA. This statement must appear 
as page 3 of all studies, and must be signed and dated 
by the study sponsor, the study sub~itf~r, ahff-tfie 
study director. Please see 40 CFR 160.12 for specific 
guidance. 

Rejected study [02] 

A statement. of compliance or non-compliance with the 
Good Laboratory Practices Standards contained in 40 
CFR160 is required for all studies (except range 
finding·st~dies and supplements to previously submitted 
studies) submitte~- to EPA. This statement must appear 
as page 3 of a11~~ studi-es, and must be signed and dated 
by the study sponsor, t-he R·tudy ~ub'mi t ter, and the 
study director. Please see 40 CFR 160:17 for specific 

1 
I 



guidance. 

,. 
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John W. Ken111edy Consilihang 
13 nc Stred Suite G 
Laure~ MD 20707 

Phone: (301) 490-1600 
Fax: (301) 490-5793 

E-MAll..: J ohnKe~mcdvConsul tants(mhonnail com 

Front End Screen (PR 86-5) 
Antimicrobial DivisiorWif7505C) 
Office of Pesticide Programs 
Environmental Protection Agency 
Crystall Mall No_ 2 
1921 Jefferson Davis Highway 
Arlingto~ VA 22202 

Subject: AXEN - EPA File Symbol 72977 -E 

This is a resubmjssion based on your letter of July 12, 2000_ 

pJ 
W_ Kennedy 

August 2, 2000 

.'{ 
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D~c. 19':?9 

Mars~all Swindell 
?reduct Manager 33 
Antimicrobial Biogram Division (H7SOSC) 
U.S> Enviromental Protection hgency 
Crystal Mall 2 
1921 Jefferson Davis Hig!n.ray 
Arlington, VA. 22202 

Subject: lie\-: P.egistrc.tion For J..XENO:iL 
Technical ?rocuct For Formula-;:ior: of i\XEN 
Comjeny !~u!Oiber 7 2977 - R 

John \v. Kennedy Ccnsult.=nts represen::s ETI E20 in all m::'..:·.:ers 
dealing with pesticide c.nd Food c.:nd Drc::;.clea:::-ences. 

Atteched c.re· the 
(AXENO~L) end the 

following date. to s~pport 

for77!ulated product u-.:::::nn: 
both the technicel 

(1) Application for Festic~ds 
( 2) Ce!"tification w-ith Resp.::::~ 'cc Citc.-::ic:-!: of Dc.-tc::. 
(3) Proposed Lebel 
(4) Data Ma~rix 
(5) Dat2 Submissions 
(6) C ~n.f\ d=: r~-t / ~:.J S•J.:f"e r:1 e r.T o·f F.:-.:--:-it.iJ c_ 

Please note th2t ETI H20 i~ going the Selective Methc~. The ~at2 
Hatrix fer the t-y;o prod02ct.s c:nc one t.c:,:i.colcgy s ~ucv :. s c:J. ~ 
sep2rate the t.'..iC s~;:;issions e~cep T .f-'cr c:_~..-,:-r.i s-;-.;y, 

45016901 
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SUBMISSION BAR CODE # S Q' .g d 7 I :f 

_CODING FORl-1 FOR APPLICATIONS FOR REGISTF.ATION/AMENDMENTS 

FILE SYi-'IBOL/REG NO. 7J._ 9'1?- E. 

DESCRIPTOR {il- 4 J. ; C ~ 

( ) ·CHILD RESISTANT PACKAGING: 

ACTION CODE /;( 9 

CERTIFICATION 
NON-RESIDENTIAL USE ONLY 
NOT APPLICABLE 

REGISTRATION TYPE: CONDITIONAL· UNCONDITIONAL 

PROPOSED CLASSIFICATION: ) GENERAL RESTRICTED USE 

DATE.ON APPLICATION EPA RECEIVE DATE PM"RECE.IVE "DATE 

METHOD OF SUPPORT 

[ ) CITE-ALL 
[ ) SELECTIVE 
[ .) NOT SUBMITTED 
[ ] NOT APPLICABLE 
[ J INCORRECT/RESUB 

REVIEW(S) REQUESTED 

CHEMISTRY 

EFFICACY 

TOXICOLOGY 

HED TOX. 

ENVIRON. FATE 

. FISH/WILDLIFE 

OTHER ______________ _ 

DATA 
PACK # 

DATE 
SENT 

FORMULATORS EXEMPTION 

[ 
[ 

. [ 
[ 

SUBMITTED 
NOT SUBMITTED 
NOT APPLICABLE 
INCORRECT/RESUB 

DUE 
DATE 

DATE 
RETURNED 

STATUS ____________ ~--~·~··~--------------------------------

JUL 2 () ZOOfJ ~ 
RESPONSE CODE !d RESPONSE DATE 



This is an ACCEPTED submission. 

One copy of the PPC diagnosis and one copy of the annotated bibliogrc.~hy ;:;.:
provided for your files. The PPC t-.as already mailed outihe subnlii!ei·~ COD\. 

· of the two documems. 

-_, 
' .;r 

This is a PARTIALLY ACCEPTED/@1iLEIEI ).- REJECTwsubrnissicCl. 

A copy of the PPC diagnosis and the an.nolated bibliography are p;o,i6ed fo! your 
files. A second cop:· is provided for you( use ii:i corresponding ''ilh tb~ data 
subrr~ner. 

55 
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Page __ is not included in this copy . 

........ , I . 1--·: IJ 
Pages! i{~ through /-11 are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process . 

. Description of quality control procedures. ---
Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label .. 

The product confidential_staternent of formula. 

Information about a pending registration action. 

FIFRA registration data. 

i./The document is a duplicate of page (s) /(,;z ·-/(r.i{·; 
The document is not responsive to the request. 

The information not included is generally considered ·confidential 
by product regi_strants. If you have any questions, please 
contact the individual who prepared the response to your request. 
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JbriN \V. i<ENNEDY CONSULTANTS. JNC.' 
i3 ·c· S;:o£~-:-. Su••= G. L>.u;;~~- .'.!0"2070/ 

~~~=?!"<ONE: (301) 4SO-i600. F,;X: (::O;) <:S0-579: 

Dec. 9, 1999 

Marshall Swindell 
Product Manager 33 

4[,0168-00 

Antimicrobial Biogram Division (H7505C) 
U.S> Enviromental Protection Agency 
Crystal Hall 2 
1921 Jefferson Davis Highway 
Arlington, VA. 22202 

Subject: New Registration For AXENOHL 
Technical ?rocuct For Formulation· of AXEN 
Company t~urnber 72977 ~ R 

Dear Hc.rshall, 

John ~oi. Kennedy .consultants represents· ETI H20 in all mc"t·cers 
dealing with pesticide and Food and Drug.clearances. 

Attached are the following data to support both · the technical 
(Jo..XENOHL) and the formulated product. ·(AXEN): 

(1) Application for Pesticide 
(2) Certification with Respect to Citatio!1 of Date. 
(3) Proposed Label 
(4) Data Natrix 
(5) Data Suqmissions 
(6) Cont';.de.ni""_I·C,_r 51":>-lemen-r of Fc.rmu.\a.. 

Please note that ETI H20 is going the Selective Method. The Data 
Hatrix for the two products and one toxicology study is all that 
separate the two submissions el<'cept- f'or C.l-.eMist-r·y, 

We beleive· that these two submissions qualify for "FAST TR~CK". 

~:Vjr~ 
(i},;;;:-W. Kennedy . I 

~.Ac:.vre. OrR 1 lo)( 1 c_d--f 45016901 

~.Acut-e Deur-\1\\ To-,:1c..tt-y 45016902. 
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ETI H20 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

RT. 14, BOX 1517 
LAKE CITY, FL 32054 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 07/07/00. Our staff 

JUL I 2 2000 

has completed a preliminary analysis of the material. The results are 
provided as follows: 

We are unable to accept your data submittal for further 
processing and review, because of the significant 
deficiencies noted below. It is being returned to you 
for correction. If deficiencies were found which apply 
to your overall submission, they are described 
immediately following this paragraph. If problems are 
found with individual studies, they are described below 
linked to the study identifier found on the enclosed 
copy of your bibliography. 

Rejected study [01] 

A statement of compliance or non-compliance with the 
Good Laboratory Practices Standards contained in 40 
CFR160 is required for all studies (except range 
finding studies and supplements to previously submitted 
studies) submitted to EPA. This statement must appear 
as page 3 of all studies, and·rnust be signed and dated 
by the study sponsor, the study submitter, and the 
study director. Please see 40 CFR 160.12 for specific 
guidance. · 

Rejected study [02] 

A statement of compliance or non·- compliance with the 
Good Laboratory Practices Standards contained in 40 
CFR160 is required for all studies (except range 
finding studies and supplements to previously submitted 
studies) submitteq,. to EPA. This statement must appear 
as page 3 of all<;3t-qc1L~S, and must be signed and dated 
by the study sponsor, the study subm1tter, and the 
~tudy director. Please see 40 CFR 16o.1Z for specific 

I 
\ 
i 

\ 



guidance. 
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Page ___ is not included in this copy. 

, rf'1 
P . j" ,i'> ages;.:.i...._L 

\//--
through I~'~ are not included ~n this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

1,/- The document is a duplicate of page (s) /vi.·-·lft:·<f-·. 
The document is not responsive to the request. 

The information not included· is generally considered confidential 
by product registrants. If you have any questions, please 
contact. the individual who prepared the response to your request. 



i3 ·c· 5:-=::~-:--. S:Jl';'=: G. GL·-=~:.. '.~o·:::c.;.:: 

~~~~?"-:":: (301) .:;c.;6cc. FAX::::~;) .:sc.;,;:: 

.!.'::c. 9_. lS:::-

H2~Sha1~ Sw~~tel: 
?~educt Manacer 33 

~;:'.0159-00 

Antimicrobiai 3ic0ra~ Division (H7505C) 
U.S> Envirornental Protection Agency 
Crystal Hall 2 
19 21 Jefferson oa·,cis Highway 
Arlington, VA. 22202 

S<.::C ject: He' .. ' .:=1ec;i stratio_n Fo:r- AXENO!-IL 
'l'cc:--,:-:ica~ :?rocuct For Formulation of AX2N 
Co!:i~c.;,y ?;uToiber 7 2977 - R 

.7ohn \i. 
de.::.linq 

Ken!iedy Consultants represents· ETI ti20 in 
wit;; :;>es~icice and .Food and Drug.clea::-c.nces. 

c.ll 
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following date. to support 
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Proposed Label 
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(·S) Ccr~~·~d.=:r.-ti~_f St·;,.:fer:lenT o·F Fc.ri':"\u..\o... 
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ATTACHMENT #i # Z 

THIS IS NOT A DATA SUBMISSION, 
ONLY CLARlFICA TION OF 

PREVIOUSLY SUBMITTED DATA . 
REQUESTED BY THE EPA 

SEE ATTACHED LETTER (Dated 5/26/00) 
TO MARSHALL SWINDEL 
FROM DR. ED WILLSON. 

t ~ •. • 
I 

' I 
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Page ___ is not included in this copy. 

1
11!·

Pages ''It) through.}/!{- are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of· the product manufacturing process. 

Description of quality control procedures.· ---
Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

The product confidential statement of formula. ---
Information about a pending registration action. 

l/ FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared the response to your request. 



ATTACHMENT #3 

LABELS FOR 

AXEN · 
AND 

AXENOHL 
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AXEN@) 
Stabilized I on ic Silver 

Hard Surface Disinfectant 

AXEN ®Disinfectant Pu.mp Spray Kills Viruses and bacteria on environmental surfaces in 
your home and public places. It eliminates germs and odors on hard nonporous surfaces 
that you come in contact with everyday. Use AXEN ®Disinfectant Spray: 
In empty garbage cans In diaper pails 
In pet areas . In empty hampers 
In sick rooms On doorknobs 
Under sinks Around toilet areas 

Fast/Easy/Effective: Use on finished surfaces in basements, closets, attics, laundry rooms, 
storage areas, vacation homes, boat interiors, shower stalls and recycling bins. Excellent 
for controlling mold and mildew on mattresses, pillows and shower curtains. 

Bacteria and Fungi: 
Staph and Strep 
Salmonella 
E. Coli 

Campylobacter 
Athlete's foot fungus 

Active lnqrediants: 
*Silver 
Inert ingrediants 

Total: 

Viruses: 
Rhinovirus (the leading· cause of the common cold) 
Rotavirus ( the leading cause of infectious diarrhea in children) 
Respiratory Syncytial Virus (the leading cause of lower 
respiratory infections in children) 
Poliovirus Type 1 - Adenovirus type 2 
Herpes simplex Virus types 1 & 2 - Hepatitis A 

Ingredients 

0.0012% 
99.9988% 

100.0000% 

"! electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 
PRECAUTIONARY STATEMENTS: 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION 
Harmfull if swallowed. Avoid contact with eyes. Wash 
thoroughy with soap and water after handling, Avoid 

contamination of food and feed. Do not leave package 
where children and animals may gain access. 

STATEMENT OF PRACTICAL TREATMENT 

IF IN EYES, flus!;lyiitii plen.l.Y of water. Get medical attention if irritation persists . 
. ~ . . . . . 

•. . 
IF ON SKIN, wash with soap and water. Get meclir.ai atte:J!i!Jn if irrit2tion persi!s. 

_,.· i .' .. 
I_.. 



AXEN® 
Stabilized Ionic Silver 

Hard Surface Disinfectant 

AXEN ®Disinfectant Pump Spray Kills Viruses and bacteria on environmental surfaces in 
your home and public places. It eliminates germs and odors on hard nonporous surfaces 
that you come in contact with everyday. Use AXEN ®Disinfectant Spray: 
In empty garbage cans In diaper pails 
In pet areas In empty hampers 
In sick rooms On doorknobs 
Under sinks Around toilet areas 

FasVEasy/Effective: Use on finished surfaces in basements, closets, attics, laundry rooms, 
storage areas, vacation homes, boat interiors, shower stalls and recycling bins. Excellent 
for controlling mold and mildew on mattresses, pillows and shower curtains. 

Bacteria and Fungi: 
Staph and Strep 
Salmonella 
E. Coli 

Campylobacter 
Athlete's foot fungus 

Active lngrediants: 
"Silver 
Inert ingrediants 

Total: 

Viruses: 
Rhinovirus (the leading cause of the common cold) 
Rotavirus (the leading cause of infectious diarrhea in children) 
Respiratory Syncytial Virus (the leading cause of lower 
respiratory infections in children) 
Poliovirus Type 1 - Adenovirus type 2 
Herpes simplex Virus types 1 & 2 - Hepatitis A 

Ingredients 

0.0012% 
99.9988% 

100.0000% 

*electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 
PRECAUTIONARY STATEMENTS: 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION 
Harmfull if swallowed. Avoid contact with eyes. Wash 
thoroughy with soap and water after handling, Avoid 

contamination of food and feed. Do not leave package 
where children and animals may gain access. 

STATEMENT OF PRACTICAL TREATMENT 

IF IN EYES, flush· _y.;ith ple~!,y of water. Get medical attention if irritation persists. 
···. . .. 

IF ON SKIN, .wash with soap and water. Get medicAl .:lfterJti0n if irr!teti')n pers:ts. 

. . · .. ' . 
i..-



AXEN® 
Stabilized Ionic Silver 

l-Iard Surface Disinfectant 

AXEN ®Disinfectant Pump Spray Kills Viruses and bacteria on environmental surfa_ces in 
your home and public places. It eliminates germs and odors on hard nonporous surfaces 
that you come in contact with everyday. Use AXEN ®Disinfectant Spray: 
In empty garbage cans In diaper pails 
In pet area·s · In empty hampers 
In sick rooms On doorknobs 
Under sinks Around toilet areas 

Fast/Easy/Effective: Use on finished surfaces in basements, closets, attics, laundry rooms, 
storage areas, vacation homes, boat interiors, shower stalls and recycling bins. Excellent 
for controlling mold and mildew on mattresses, pillows and shower curtains. 

Bacteria and Fungi: 
Staph and Strep. 
Salmonella 
E. Coli 

Campylobacter 
Athlete's foot fungus 

Active lngrediants: 
• Silver 
Inert ingrediants 

Total: 

Viruses: 
Rhinovirus (the leading cause of the common cold) 
Rotavirus (the leading cause of infectious diarrhea in children) 
Respiratory Syncytial Virus (the leading cause of lower 
respiratory infections in children) 
Poliovirus Type 1 -Adenovirus type 2 
Herpes simplex Virus types 1 & 2 - Hepatitis A 

Ingredients 

0.0012% 
99.9988% 

100.0000% 

• electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN 
PRECAUTIONARY STATEMENTS: 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION 
Harmful! if swallowed. Avoid contact with eyes. Wash 
thoroughy with soap and water after handling, Avoid 

contamination of food and feed. Do not leave package 
where children and animals may gain access. 

STATEMENT OF PRACTICAL TREATMENT 

IF IN EYES, flush -W~t'ti plefity of water. Get medical attention if irritation persists. 

IF ON SKIN, wash with soap and water. Gst m:=C:fc;;;! atterolion if initation persits. 

l_.··· 
/ (r 



A TTACHMEI~T #4 

CONFIDENTIAL 
STATEMENTS OF. 
FORMULA FOR 

AXEN 
. ·'"" 

AND 

AXENOHL 
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S'LJBMl SS ION BAR CODE i!·_$ .S 7 '-! 9' / ~ REV I EWER p Uc;-s 1-y 

CODING FORM.FOR APPLICATIONS FOR REGISTRATION/AMENPl~NTS 

FILE SYMBOL/REG NO. '/r::$ 9?7- £ PM <3 .$ 
~ . 

ACTION CODE ·/YC 

-DESCRIPTOR ~tJ 'll./itt.?fi'dn 
' . 

. [ ] ·CHILD RESISTANT PACKAGING: . [. ] CERTIFI.CA'riON . . 
[ ) NON-RESIDENTIAL USE ONLY 

: [ ) . NOT APPLICABLE 

REGISTRATION TYPE:. · [ . ) CONDITIONAL ( ) UNCONDITIONAL 

PROPOSED ClASSIFICATION.: [ ] GENERAL .] RESTRICI'ED USE·. 
: 

DATE'ON APPLICATION EPA RECEIVE DATE PM '·RECEIVE 'DATE 

l·tJ./ I. /I . I ~JO I I. t1. 1 I ;.z I J·c~ ·I 
··:METHOD. OF· SUPPORT . 

' . 
{ . ] -CIT.E-ALL 
{. ] ·SELECTIVE · ." 
[" .] NOT SUBMITTED 

· · FORMULAToRS ·:c·EXEMPTION 

· [ --1 7'SUBMITTED : · .. 
[ . ] . "NOT ··sUBMITTED 

. [ ] NOT APPLICABLE 
[ ] ... NOT .. APPLICABLE 
[ f INCORRECT /RESUB 

[ .:]._IN.CQRR_ECI' /.RESUB : .. . ·: . · .. : - .. ·· .. ··:-_·: ... -:--:-;_·_-

~lEW (S) REQUESTED_ DATA .. 
I PACK I 

DATE 
.SENT 

DUE 
DATE 

DATE· 
RETURNED 

·. G~rs}RY>.. 
~------~------~------~------~ 

EFFICACY· 

· ·~caLOGb 
·. HED TOX. 

E;NVIRON. FATE 

~------~------~----~~------~ 
FISH/WILDLIFE. 

OTHER·. ·------- ,. 
. '" 

.;·o,J. 

STATt:S 
--------~--~------------------~--~--------~ 

RESPONSE CODE ..::J· 't' ----'-----
MAY 1 .o 2008 /. 

·RESPONSE DATE--------

. '. 

.---· •• f:· i ! 
.. '• ' I 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

l~'iiW 0 2nnn v~U 

ETI H20, Inc. 
Route 14, Box 1517 
Lake City, FL 32054 

Attn.: John l_(ennedy, ~gent 

Subject: AXEN 
EPA File Symbol 7297T-E 
Application Dated November 28, 1999 

The application referred to above submitted in connection with registration 
under the Federal Insecticide, Fungicide and Rodenticide Act as amended is 
incomplete. ·Before the agency can continue processing your application you must 
satisfy the deficiencies listed below. 

I. Refer to the attached Product Chemistry Science Review for data 
deficiencies. Corrections and clarifications must be made on the 
Confidential Statement ofFonimla form, and in the declaration of the 
appropriate active ingredient. As discussed by phone with the company . 
representative, silver citrate may be a new chemical, but a final 
determination will be held in abeyance until the agency has met with the 
company to discuss the chemistry of the product. . · · . 

2. Refer to the attached Product Toxicity Science Review for data 
deficiencies. The submitted primary eye irrit6iation study is acceptable ; 
however, the application package m(lke no mention of the other acute· 

•• ~-~· • • -...· • .A._ 
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·toxicity data requirements. Data support for each must be submitted. As 
discussed by phone with. the company representative, additional toxicity 
data, environmental fate, ecological effects, efficacy, and exposure data 
will also be required if the active ingredient is determined to be a 
new pesticide active ingredient. 

The agency reserves a full labeJ review until after the above deficiencies 
have been satisfied. · 

If you have any questions concerning this letter please contact Marshall 
Swindell at 703-308-6341. 

.• "!- . ~ .,.._. 

Sincerely yours, 

Marshall Swindell 
Product Manager 3 3 
Regulatory Management Branch 1 
Antimicrobials Division (751 OC) 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20450 

05/08/00 

OFFICE OF 
PREVENTION. PESTICIDES 
AND TOXIC SUBSTANCES 

MEMORANDUM 

Subject: 

From: 

Thru: 

To: 

D263138 
AXEN®, EPA File Symboi72977-E 

Wallace Powell, Biol~gist fht IJ /":'t// 
Product Science Branch I - ?? rtf -ot ~· . 
Antimicrobials Division (751 OC) j _ .•.. .--] f _ 

.' L<-2 
i J 

Karen P. Hicks, Team Leader . /, · 
Chemistryffoxicology Team d/ ·"" · L.- ·( 
Product Science Branch {/. . .. 

1 

/. • sl i?l tO 
Antimicrobials Division (751 OC) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (751 OC) 

Marshall Swindell, Product Manager, Team 33 
Regulato"ry Management Branch I 
Antimicrobials Division (751 OC) 

BACKGROUND 

In an application for registration of AXEN®, EPA File Symbol 72977 -E, the applicant, 
ETI H20, Inc. (as represented by an agent), has submitted a primary eye irritation 
study, MRID 450165-01. The product label is labeled as a hard surface disinfectant 

containi the active i red ts Axenohl® (0.0012% of the formulation by weight) 

.' '. =·. • • . ·~ ! ~ •• ~.· • : ~:· 

RECOMMENDATION 

The submitted primary eye irritation study, MRID 450165-01, is acceptable and places 
AXEN in acute toxicity C<;Jtegory:IV for eye irritation. 

··-·. . . ~ .,.._ 

The application package makes no mention of the other acute toxicity data 
requirements- acute oral toxicity, acute dermal toxicity, acute inhalation toxicity, 
p1irnary dermal irritation, and dermal sensitization. Data support for each must be 



72977-E, page 2 of 3 

submitted. Data support can be direct (submitted studies, which is generally the 
recommended approach) or indirect (cited.or submitted studies, or waiver requests with 
specific rationales). · 

Based on the final component entry in the Confidential Statement of Formula (CSF) 
1/28/99,- it appears as if P.,xenohl® is the product, which contains 
However, the label implies that Axenohl® is merely a component of the product. 

reviewer .assumes that that CSF en~ry refers to a process whereas the rest of the 
CSF represents the final product.) PSB will need clarification on this matter if acute 
toxicity data waivers are requested, or if studies are cited which were conducted on 
other products. 

-
PRODUCT LABELING 

Determination of the required precautionary (human hazard) and first-aid (practical 
treatment) label statements cannot be completed until the acute toxicity data 
requirements have all been met. · 

~I :. '• ;.. • 
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DATA REVIEW FOR PRIMARY EYE IRRITATION TESTING 

Reviewer: VV. Powell 
Product No.: 72977-E 
DP Barcode: 0263138 
MRID No.: · 450165-01 . 
Report No.: 8115 (Study No.) 
Study Completion: 10/06/99 
Author: George E. Moore 

Conclusion: 
Toxicity Category: IV 
Classification: Acceptable 
Quality Assurance (40 CFR § 160.1 2): Included 
Procedure Deviations: None noted 

Testing Facility: Product Safety Labs 
725 Cranbury Road, East Brunswick, NJ 08816 

Test Material: AXEN, Lot #8995A, a clear liquid 

Test Animal: 
Rabbit, New Zealand albino 
Age: Adult 
Weight: Not indicated 
Source: Davidson's Mill Farm, South Brunswick, NJ 

Test Method: 

0.1 ml of the undiluted test material .was instilled into the conjunctival sac of one 
eye of each of three rabbits ( 1 female, 2 males) that were pre-screened for health 
and for eye abnormalities. Upon instillation, eyelids of the treated eyes were held 
together for approximately 1 second. The untreated eye served as a control. 
Ocular irritation was evaluated and graded according to the Draize criteria, at 1, 24, 
48, and 72 hours post-instillation. Fluorescein solution·.was employed at 24 hours 
to verify absence of corneal opacity. 

Results and Discussion: 

No 'positive' conjunctival irritation, corneal opacity, or iridal involvement was 
observed during the study. Irritation was limited to conjunctival redness of grade 1 
(i.e., vessels injected al;>ove I)Ormal).in 2/3 animals at 1 hour post-instillation. This 
cleared by the 24 houf'-obser\/ation. All animals appeared active and healthy. The 
data place the test material in acute Toxicity Category IV for eye irritation. 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY . 
WASHINGTON, D.C. 20460 

SUBJECT: Product Chemistry Review of Axen 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

DP Barcode: D263136 
Manufacturing-use [ ] 

Reg. No. or File Symbol: 72977-E · 
End-use Proc;iuct [X] 

Active Ingredient Composition: 
*Ax en ohl .......................................................................... ......... 0. 0012 °/o 

*Silver citrate generated electrically 

TO: 

FROM: 

THRU: 

·THRU: 

. Marshall Swindell PM 33 

Alex Traska, Chemist 
Product Science Branch, CT.Team 
·Antimicrobials Division (751 OC) 

Karen P. Hicks, CT Team Leader 
Product Science Branch 
Antimicrobials Division (751 OC) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (751 0 C) 

BACKGROUND: 

This application for a new product registration, for the subject disinfectant 
spray, wa~ submitted b.xJohn~· Kennedy Consultants, Inc .. on behalf of the 
registrant, ETI H20, Inc. 

. . • .. 

('--... ,: ... , 
,/'l ~ . 
. I ,. 

I 



In support of the new registration for Ax en a hard surface disinfectant 
spray, the following documents were sl!bmitted and examined in the chemistry 
review of this submission: agent's cover letter (date missing), Basic Formulation 
CSF dated 11/28/99, product label dated 1111/00, Product Chemistry Data
Guidelines 61, 62 and 63. Also examined for this review was pending jacket file 
#729Tl-E. 

FINDINGS: 

1. The following deficiencies were noted in the review of the CSF: 
a; Item 1 a_nd 2 of the CSF were incomplete 
b. provide source of supply for all components utilized in the formulation as 
required in item 11 
c. CAS Reg. Nos. should be provided for all components used in the 
formula as required in item 1 0 
d. the CAS Reg. No. for citric acid is 77-92-9 and not 126-45-4 as given in 
the CSF 

~sa dispersant and an inert ingredient as given in the CSF. 
hould, therefore, not be listed in the ingredient statement as an active 

ingredient. 

3. The use of 4.8% citric acid in the formulation as a dispersant for silver citrate is 
questioned since silver citrate is only present at a 0.0012% level. 
It appears that the primary effect of citric acid in the-formulation is that of an 

active ingredient. At a 4.8% level citric acid should be treated as an active 
ingredient since at this level it provides significant germicidal properties to the 
formulation. 

4. The registered trade mark "Axenohl" cannot be used in the active ingredient 
declaration. The common chemical name must be used in the declaration of 
ingredients e.g. silver citrate. 
Based on the prior comments, the requirements ofPR Notice 91-2 have not been 
satisfied. 

5. The active ingredient,_ ~ilve; citrate, is not for use in pesticide formulations. A 
MSDS including a complete cl1~mical characterization of the active ingredient 
must be provided to initiate the clearance of silver citrate by the Agency. 

0 _. ~.·j .. ~ .• . . :. . 



6.The following deficiencies were noted in the revie\;.,1 of the Product Chemistry 
Data package:. 

a. test parameters for pH were not provided e.g. percent concentration of 
test solution, temperature·--·----·· 

b. no initial 30 day storage stability study was provided and the one-year 
study is still outstanding 
c. it is not clear from the discussion of the manufacturing process whether 
the disinfectant spray is a propellant driven aerosol spray or a pump spray 

RECO:tvfMENDATIONS: 

This application, .for the new product registration of Ax en , is not accepted. 
Deficiencies noted under Findings must be corrected and all additional 
information requested must be provided for further Agency review. 

3/31/00 AT 

.. .... : .. ,.. 
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Marshall Swindell 
Product Mana9er 33 
Antimicrobial B~ogram Division (H7505) 
U.S. Enviromental Protection Agency 
Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA. 22202 

Subject: New Registration For AXEN 
Company Number 72977-t: 

Dear Marshall, 

John w. Kennedy Consultants represents ETI H28 in all matters 
dealing with pesticide and Food and Drug clearar.ces. 

Support for the subject product is attached to t~e application for 
AXENOHL (technical) except chemistry and one toxicoiogy 
study(Primary Eye Irritation in Rabbit). 

The. following data are attached to this submission: 

(1) Application for Pesticide 
(2) Certification with Respect to Cita~ion cf Data 
(3) ·confidential Statement of Formula 
( 4) Propo·sed Label 
(5) Data Matrix 
(6) Data Submissions 

Please note that ETI H20 is going the Selective Method. 

n W. Kennedy 

.. , 



ETI H20 

Tre l4 , Box 1517 

.RroJI..ATORi' .~rw: (ll-fL0 A-ppi;cc..---h'on - .Axf'n 

TRANSMITTAL ,DATE: I J- J ])· q 7 
LIST OF SUBMITTED S~w0L~: 

45016501 

45016502 

Mrid No. 

Mrid No. 

Mr1d No. 

vo~ 1 - jJ r. m ti "y. By--e... Ivv i T-v. 11· on S" ~--M1y 
I"' \L'-"'~bd~ ............ -······· ····----~-------

\DLVME 2 - N r () J a c t rJ--f; b -h'h; &. d (_ 0Y. p (Is I -h' (/ v1 ·-Ax-e tq 

VOUJME 3 - --------------------------------------------

VOU..iME 4 - -------------------..;,__ ____________ _ 

VOWME 5 - ________ _;_ ______________________ _ 

TYPED NAME 

ET( rt20 
i > • 
t.:. ••• 

:r; k fr\ (p ), k'ei!> iiJed.Lf _l..=(3~u=' t )~-1;:;;.;-:9~6=--... . '-Lo/6o;;_;:;C;..._;;;= 0;._ 
TYPED NAME I TELEPHONE 
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Page __ 1s not included in this copy. 

..,:,7/ 
Page~,.~ through ~;,?j?}-;re not included in .this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process . 

. Description of quality control procedures. ---
Identity of the source of product ingredients. 

Sales or other commerciai/financial information. 

A draft product label. 

The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA regi.stration data .. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared the response to your ·request. 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

ETI H20 
RT. 14, BOX 1517 
LAKE CITY, FL 32054 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 01/11/00. Our staff 
has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to· 
each document submitted. Please use these number's in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released. 

• .A 

. '· 
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Marshall Swindell 
Product Manacer 33 
Antimicrobial Biogram Division (H7505) 
U.S. Enviromental Protection Agency 
Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA. 22202 

Subject: New Registration For AXEN 
Company Number 72977-t: 

Dear Harshall, 

<Jr:.otsc.-oo 

John W. Kennedy Consultants represents ETI H20 in all matters 
dealing with pesticide and Food and ·Drug clearances. 

Support for the subject product is attached to the application for 
AXEMOHL (technical) except chemistry and one toxicology 
study(Prirnary Eye Irritation in Rabbit). 

The following data are attached to this submission: 

(1) Application for Pesticide 
(2) Certification with Respect to Citation of Data 
(3) Confidential Statement of Formula 
(4) Proposed Label 
(5) Data Matrix 
(6) Data Submissions 

Please note that ETI H20 is aoina the Selective Method. 
-' -' 

n w. Kennedy 
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Page ___ ~s not included in this copy. 

' -,-)/ .. ·'"I J ... 
Pages~~-'·){-' through·>,_~ rf are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process . 

. Description of quality control procedures. ---
Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

v/ 
A draft product label.· 

The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, pleas~ 
contact the individual who prepared the response to your request. 



DP BARCODE: D26~136 

CASE: 068118 
SUBMISSION: S574918 

DATA PAC~~GE RECORD 
BEAN SHEET 

DATE: 02/10/00 
Page 1 of 1 

* * * CASE/SUBMISSION INFORtttATION * * * 

CASE TYPE: 8 FQPA-OC-ME. TOO ADDL USE 
CHEMICALS: 

ID#: 072977-E AXEN 
C01'1PANY: 072977 ETI H20, INC. 
PRODUCT MANAGER: 33 MARSHALL SWINDELL 
PM TEAM REVIEWER: P.~ELA HASTY 

703-308-6341 
703-308-7933 

RECEIVED DATE: 01/11/00 DUE OUT DATE: 05/io;oo · 

* * * DATA PACKAGE INFORMATION * * * 

DP BAR E SENT: 02/10/00 
CHEt-1ICAL: 
~p TYPE: 

CSF: y LABEL: y 

ROOM: CS1 
ROOM: CS1 

DATE RET.: 

0.0010% 

I 

6B 
6W15 

I 

ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 05/15/00 
DIV : 

BRAN: 
SECT: 
REVR : 

CONTR: 

DP BC 
263138 

AD I I I I NEGOT DATE: I 
PSB I I I I PROJ DATE: I 
CTT I I I I 

I I I I 
I I I I 

* * * DATA REVIEW INSTRUCTIONS * * * 

Please review the chemistry data for acceptability. 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

BRANCH/SECTION 
PSB/CTT 

•• J 

DATE OUT 
02/10/00 

DUE BACK 
05/15/00 

INS 
y 

CSF 
y 

I 
I 

LABEL. 
y 



Pag~~~ ~s not included in this copy. 

Pages ___ through are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert·ingredients. 

Identity of product impurities. 

Description of the product manufacturing process . 

. Description of quality control procedures. ---
Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

The product confidential statement of formula. ---
Information about a pending registration action. 

FIFRA registration data. 

f,//The document is a duplicate of .page (s) ~-.. "' J 
. .., ~:r· .. , 

(/ '..J ·...----
The document is not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared the response to your request. 



· . 

• 

(r 1. 
• .. 

n~i: ;-~t.."''''~ 1:< 977-·£· 

Ne Oaca • file ftcota •M&k~ fhtdy C:}f • 
1 <F.~ e~· Itl<!;.viduall 

.. 

\ 
\ 

, 
... ~ p .~ 

; . ;:· 



FR.ONT END PROCESSING APPLuCA TION INVORMA TION CHECK 

DATE: :dfl&. 

PM JS 

EPACOMPANYNUMBER Zdf77-E 

EPA REGISTRATION NU1\1BER 
STATUS (For Amendments) Active. __ _ Cancelled __ _ 

Not in REFS ----

"Me-Too" CITED PRODUCT STATUS Active __ _ Cancelled. __ _ 

Not in REFS ___ _ 

. PRAT RECORDCREATE/~}..t}£ 
I / 

.. ) 
' ·' 



j) 
Form Approvod. OMS No. 2070·0050. Aooroval ••eire' 2·28-95 

Environmental Protection Agency 
Registration ~~{.1~f(~,:~,N~/?·_; 
Amendment C·. 230QJ): 

Wa.sr.inQcon. CC: 2046;) 
Other 

Application for Pesticide - Section I 

'Efl t-1.20 ·1 ~q 17 -E :ompanyiProduc: Number 

'lame end Address ol Applicent {lnclud6 ZIP Codul 

E..TI \i20 
,:2~"'-t"'e. \4 1 So)'( 15"17 
l-a. \t.e C :t-l 1 F'L 3 2 0 5"4 

D Check if this is a new address 

2. EPA Product Managor 3. ?ro~osod :la55ification 

rla. ~ ha_( ft.,. rude u v 
~None D Restricted 

PMI 

Tea YVI 3 3 
5. Expedited Review. In accordar'ce with FIFRA Section 3(c)(3) , 
(b)(i). my product is similar or icentical in composition and labeling 
to: 
EPA Reg. No. _____________________________ ___ 

Product Name 

Section - II 

J Amendment· Explain below. D 
D 
~ 

Final printed labels in response to 
Agency lener dated J bmission in response to Agency lener dated ------

] Notification · Explain below. 

planation:. Use additi;nal page(s) if necessary. (For section I and Section II.) 

N' ~w re.5 ~ s r..-a.. t-;o" 

Section - Ill 
ll'hterlal Thi8 Product Will S. Packaged In: 

"Me Too· Application. 

Other- Explain b&low. 

·d-Reeistont Peckeging 

0 Yes· 

Unit Packaging 

~Yes 
Water Soluble Packaging 
r---"1 

Yes 

2. Type of Container 

~:::c 
~No ONo ~No 

:e. :Jtion must If "Yes· No. per It ·ves· 
Package wgt 

submitted 
Unit Packaging wgt. container 

2~ oz. 12. 
:>cation of Net Contents Information 

f Label 0 Container 

lanner in Which Label is AHixed to Product 

4. Size(s) Retail Container 

§ Lithograph 
Paper glued 
Stencired 

I 

Section- IV 

No. per 
container 

0 Cth6r 

· Glass 
Paper 
Other (Specify) _______ _ 

5. Location of Label Directions 
CXJ On Label · · 
CXJ On Labeling accompanying produc: 

ontact Point (Compl6te items dir6ctly below for identification of individual to bt~ contected, if necessary, to process this application.) 

.. Title Preslc!e,..t ofl ~~rtfd~('o...,~wl ~. Telephone No. (lnclv<Je Aiea Code) . 

~ ... s4-ffo.t.f.t- +-o ETI H2o 3oJ- 400-1"00 
Certification 

I certify that the statements I have made on this form end ell ettachments thereto ere true, accurate end con'.J:-Icte. 
I acknowledge that any knowingly Ieise or misleedi('g statement may be punishable by fine or imprisonment or 

6. Date Application 
f:a = Ji'IX' 

(St'Jmpedl . 

! 
i 

I 
. l 
l I 

both unde(\ ppllc~le1 1aw. ..., . " ,. .--: 

ped Name- I 5. Date 

:fohn rJ. 11e11ned{ 
orm 8570-1 (Rev. 8-941 Previous editions ere obsolate. 

/ ' 

/JhB/99 
\'Vhite ·EPA File Copy (ori£inrol) 

,. 'l .f \ ; 
. ···" •• ,. 'f 

•·• ,! j 

y.,now- Applicant Copy 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

· .. 01/13/2000 

OFFICE OF 
PREVENTION, PESTICIDE AI:O 

TOXIC SUBSTANCES 

ETI H20 
Route 14, Box 1517 

'Lake City, FL 32054 

PRODUCT NAME: Axen 
COMPANY NAME: ETI H20 
OPP IDENTIFICATION NUMBER: 256680 
EPA FILE SYMBOL: 72977-E 
EPA RECEIPT DATE: 01/11/2000 

SUBJECT: RECEIPT OF APPLICATION FOR A NEW REGISTRATION 

DEAR REGISTRANT: 

The Office of Pesticides Programs has received your application for a new registration and it has 
passed an administrative screen for completeness. 

Please note that this is only a notification of receipt of your application. This is only the first step in 
the application process, and does NOT constitute approval. 

If you have any questions please contact Marshall Swindell, Product Manager 33, at (703)-308-6341. 

Sincerely, 

~· /:?' 

·. Fr~:::,i~ff 
Information Services Branch 
Information Resources & Services Division 

r .. ..; - ... 

internet Acidress (URL) http://www.epa.!]ov 
Recycled/Recyclable Printed with Vegetable Oil Based inks on Recycled Paper (Minimum 25% Postconsumer) 

; ,/ 
~....-



JOHN W. KENt-n:.DY CONSULTANTS. iNC. 

13 ·c· 5;-;:~::=•. Su1TE G. LAu~EL. MD 20707 
T:t.~FHvNc: (30i) t-90-1600. FAX: (301) 490-5793 

Marshall Swindell 
Product Manager 33 
Antimicrobial Biogram Division (H7505.) 
u.s. Enviromental Protection Agency · 
Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA. 22202 

subject: New Registration For AXEN 
Company Number 72977-t: 

Dear Marshall, 

John w. Kennedy Consultants represents ETI H20 in all matters 
dealing with pesticide and Food and Drug clearances. 

Support for the subject product is attached to the application-for 
AXEMOHL (technical) except chemistry and one toxicology 
study(Primary Eye Irritation in Rabbit). 

The following data are attached to this submission: 

(1) Applidation for Pesticide 
(2) Certification with Respect to Citation of Data 
(3) Confidential Statement of Formula 
(4) Proposed Label 
(5) Data Matrix 
(6) Data Submissions 

Please note that ETI H20 is going the Selective Method. 

n w. Kennedy 

.; .,J 
r 
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jOHN \V. KENNEDY CONSULT ANTS. INC. 
13 ·c· Sr.'l;!!T, SOJrTE G. Lo.•J.,El, ,LAO 20707 

T:l!:Pnose: (301) -!S:0-1600. FAX: (301) 490-5793 

Mr. Marshall Swindell 
Product Manager 33 
Antimicrobial Biogram Branch 
Registration Division (H7505C) 
Envirornental Protection Agency 
Crystal Mall No. 2 
1921 Jefferson Davis Highway 
Arlington, VA. 22202 

Subject: New Registration For AXEN o.f\d A'XE.NOHL 
Company number 72977 

Dear Marshall, 

AXEN is· a end-use prduct formulated by the dilution of AXENOHL 
(technical product). 

is a cOmbination of electrolytically generated silver, .;itric acid and 

Registration is being sought use as a Many organ1sms are 
controlled at dilute (<12 ppm Ag+ or less) including Salmonella cholerasuis, Pseudomonas 
aeruginosa, Staphylococcus aureus, and Enterococcus faeci~~' Enterococcus faecium wa:s .tested 
as a surrogate for drug resistant (i.e. Vancomycin Resistant Enterococcus, (VRE)) bacteria:· .. 

Axenohl® is not a colloidal preparation of silver, but is an organic acid/silver cOmplex. Without ·.·. 
the organic acid, silver is neither as effective nor a.S stable. The acid maintains stability and 
solubility. . 

T ox.icity studies have been done in conjunction with the EPA submission. The results are as 
follows for Axenohl®, the technical concentrate (ca 2,400 ppm Ag+): 
1. Acute Oral Toxicity LD!o>S,OOO mg/Kg 
2. Acute Dermal Toxicity LD!o >5,000 mg!Kg 
3. Dermal Sensitization Not a conta~ sensitizer 
4. Ocular Irritation ~Idly irritating. Irritation cleared by 72 hou~. Category 3. 
5. Dermal Irritation Slightly irritating at 72 hours. 

For the diluted product, Axen®, at proposed use level concentrations (ca. 12 ppm Ag+): 
1. Ocular Irritation Practically non-irritating. Irritation cleared by 24 hours: 

Category 4. 

These results indicate that Axenohl® and Axen® are non-toxic and can even be used h the eye 
with little problem. Neutralization for eye uses would likely reduce the irritation even 1.nore. · 

Silver and silver compoun~ .contrpt over 650 different microbes, i.e. bacteria and fungi as cited 

.... · :.·.: . 
.. • . , .• • J'· ..• 
-:. ·.·· ..... '. 
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by the National Academy of Sciences. 

in :PJ. ao !l 
W.Ken.ned~ 

John W. Kennedy Consultants, Inc. 
Agent for ETI H20 · 

•• ·1 . ·~ .... 

·~. -.. 



Disiolcctioo !!lh1h fllllitOll!llCDta/fets!lCCWC 

Date: 10-18-99 

To \Vhom it may· concern: 

ETI~-eo. Inc. 
Rt. 1-1 Box 15li, Lake City, Fl3202~ 
V. 904-755-0389 F . .\..,X: 90-t-755-86-12 
E-M ail: rriic robio@JJ.l.ltel. net 

ETI H20, Inc. authorizes John W. Kennedy Consultants, Inc. of 13 "C" Street, Suite G, 
Laurel, MD 20707 to act on behalf of ETI H20, Inc. on all matters relating to reguiatm-y 
actions before the US Environmental Protection Agency, the Food and Drug 
Administration and the State Regulatory Authorities. 

?_L_6~· ~ 
Andrew B: Arata 
President and CEO 

Cc: Dr. Edwin Woolson, EPL-BAS 

.. . : 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ~~. ~} 401 M Street, S.W. 

WASHiNGTON, D.C. 20460 . 
?l~-er.o.·ot1< R~uction Act Notiu: The putlic r<!por'~n; burden for th:s collec:ion of inforr.:ation ::S e..stimaled to average 'r.25 hours per response for ~istration 
lr10 0 25 !'lours j;'er .-espor.se bt re~~tration anc spec:<~ I review aarv~ie5. induding tirr.e fer reacing the irutrvdicns and c::liT:p:etir.g t.•.e necessary fo:-:-ns Send 
:ommen!.s r~3rdrng burden ~tu:na:e or any o!l".er a~pec: of thi.s collecion of info=<Jtion. i:1duding suggestions for ~ucng ~he burc:en to: Director. QPP:: 
.n!c;rr.aticn Manar;ement DN~ion (213i). U.S. En·,ironment.ll Protection Agency. 401 M Sireel. S.W .. Wa5.~inqton. DC 20460. 
:'C not sellC :~e c...,--m;;lete-0 form :o tl'us acd.-e!.5. 

Certification with Respect to Citation of Data 

!.pphe<~nt's/R~~irant's Name . .Addres.s. and Telephone Number Const.J.Ita."t(rohn K~ ... ....ec ~?.A. R~LStratron Nu~ber/File Symbol 

E.n H'20 Rou.te.l~ BoY 151'! .l..a.ke Citt~ Fl. Oo0"'!9t>-16~ ld.__q,,- £' 
:.cr.e lngredient(s) and/or ~resentative test c:ompouno(s) Date 

11128/99 Sdv~r-CLtrate.. 
;er.eral Use Pat!err.(s) (!ist allll'lose c!oiimed for this prooud using 40 CFR Par1158) 

PrcxJud Na~ /J xE ;/ 
Gu.t..d.~\lr-.e 91-2. S .... rt'c..ce. d~~G.·,..,ctcc-+th\.i"S' 

HOTE;_If your produC: !s a 1 00".4 repackaging of anoltler purchased EPA-registered 1=roduc: labeled for ail the same uses on your label. you do not need to 
·.~bmit this form. You must submit the Formulator's E.templion St.tement (EPA Form 857~27). 

[l I am responding to a Data-Call-In NctiO!. and have included with this form a list ·of companies sent offers of compensaticn (the Data Matr.x form should 
be used fortnis purpose). 

SECTJON 1: METHOD OF DATA SUPPORT (Chec:X one mell'lod only) 

D 
I arr. using the c.~e-all method of support. and have included with this form 

.t8J 
I am using the selective method of support (or cite-aD option 

a list of c:ompanies sent offers of compensation (the Dat2 MatrU: form under the selective method), and have inc.'uded with this form a 
~auld be ~ for this purpose). completed list of data reQuirements (the Data Matrix form must be 

used). -
SECTION II: GENERAL OFFER TO PAY 

Required if using the cite-all method or when using the cite-all option under the seiective method to satisfy one or moll! data requill!ments) 

J I hereby of.er and ~ree to pay compensation. to other persons. with regard t: the approval of this application, to the extent required by FIFRA 

SECTION Ill: CERTIFICATION 

I certify that this application for registration. tl'lis fonn for reregistration, or this Oata.Call-ln response is supported by au data submitted or cited in the 
Jptication for registration. the form for reregistration. or the Data-CaD-In response. In addition, if the c.'te-aB o;:~tion or cite-an option ur.der the seledive melhod is 
ot-· -~in Section I, this application is supported by all data in the Agency's files ll'lat (1) concern :he properties or etreds of this product or an identical or 
Jb Jlly similar product. or one or more of the ingredients In this product and (2) is a type of data that would be required to be s;;bmitted under the ~ala. 
qu11 ... 11ents in effed on the date of approval of this application if the application sought the initial registra!ion of a product of identical or similar composi11on and 
•es. 

1 certify ltlat for each exclusive use study cited in support of this registration or reregistra~on. ltlat I am the original data s_ubmilter or that I have obtained 
.! 'Mitten penniuicln of the original data submitter to dte that study. 

1 O!rtify that tor each study cited in support of this registra!ion or reregistration that is not an exclusive use si\Jdy, either. (a) I am the original data 
bmitter; (b) 1 have obt.ined the permission of the original data submitter to use the study In support of this application; (c) all periods of eligibility for 
mpensation have expired for the study: (d) the study is in the public literature: or (e) I have notffied in writing the company that submitted the study and have 
er$d (I) to pay compeNation to the extent requin!d by sections 3(c)(1)(F) and/or ~(c)(2)(8) of FIFRA: and (iij to commence negct:ations tc deter.nine the 
1ount and tenns of compensation. if any. to be paid for the use of the study. 

1 certify ltla! in aD instances where an offer of compensation is required. copies of all offers to p;y ·compensation and evidence at their delivery in 
:ordance with sedions 3{c)(1XF) and/or 3(c)(2)(8) of FIFRA are available and will be submitted to the Agency upon reQuest. Should I fail to produce such 
dence to the Al}ency upon request, I understand that the Agency may Initiate action to deny, cancel or suspend the registration at my produd;, confonnil( ..,;t_;, 

'RA. 

I certify that the statements I have made on this fonn and all attachments to It are true, accurate, and complete. I acknowledqe that any· . ... 
~wfngly tal .. or mlsteedlng stat11ment mo:~y bG punls,nable by fln:a or Imprisonment or both under applicable law. 

1\ /]_ /7 •• ,J 
,.. 
. ~ ...... --

n;ture r~.Jij, ~~. .,[ c;f2Bh9 Typsd cr Printed Na:me ar.c n!e ) 
... -- ~hn LJ.I4'ennecl'f -S.:n\> G(..lta.l1r .. l 

= orm 8511:)::'34 (9-97) Eledronic and Paper versions avaifaole. Submit only Paper version. 

/ 
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fED STATES ENVIRONMENTAL PROTE )N AGENCY 
r- orm /l.prrovl-<1 01.111 Ho. 7ulQ.COGO I 

401 M Stroot, S.W. 
WASHINGTON, D.C. 20460 

'Jork 11educllon Act Nolita: Tho pu\JIIc reporting burden for tills collection of lnformallonls esllmaled to overaoe 0.25 hours per response lor ronlslrollon odiville! and 0 25 houn rcr rc~tlOmc 1.1, 
lrollon uml sreclal review odlvillos,lntludlng limo for readlno tho lnslrudlons oral complellno lho necessary forms. Send comments rogardinglho bun.Jon eslirnalo or any other nspccl nf lim col!cc.tion ol 
lllon,lncludlng r.uggesllons for reducing lho bunion to: Director, OPPE Information Management Division (2t37), U.S. Environmental Prolocllon Aoency, 40t M Shecl. S.W.. W:~slrin(Jion. DC 70·Hi0. Do not 
1e form b lhls address. 

. \ 

------- I 
DATA MATRIX 

- , 1 qqq I EPARegNo.IFI\eSymbol / ~ q 7 J -£ \ PD<Jo I ol I ~ Dale Nov. :.1.. B. I C) qq 
' 

Appllcanl'~c·.]lshon\'s Name & Address E. T·l H 2. 0 Product 

Ax en · T..-e lA BolC I~~ '1 
--· l.o..V.~ Cit·~ I F ~ 3ZC>S'""'t I I 

lnarodlenl ~;(.'~ve. y-

Guideline Ref.·Jrel)ce 'Number Guldolloo Study Name MRIDNumbor 

3'3.lS!~\8lO.IIoo Ac"+e Otal fo"JC ·,.-t r-a.ts .. L\M.i.t tesr 

:-.:,31 S·J(; 1?to .n .. o cJ A c." re 0 N""'-( .to:>< .j" """'t~ -l.il'\\\t Telr 
·;~'3l ~)c 7 'i?1o. a.4oo P .. ~~~r_liF4t: 1.-. r?~\,~\t~ 

L3:,\ ~08 "6tu. ~$OO f't<itM,r't $1r(.:.n Irrltati~f\ rn Ro.~hi+'l 
'o~ 810 .}.(:)o 0 ~rmttl Sen~~tjz:a.ttol\ i 1\ b'L~\"fo..·P~g_ 

-7 

'331 :;· 16 -g7o. d-"<O C> I PriYM.d:r{J_&t_e_.lrcito..+:o t\ ~,.. R~hL+~ 

1 
~ ; '(' .s 6 t b J. 6 3 . . yo clu-d c_ Itt E'/JM / ') _ 

t~nlo 

-*"\ 
-{. I 

4~ I 
-\lf 
Jl { 

_ 3):-d- .. G·f:.f<ctA<d~- t(ey· -·-- .'· \ t. t( .. , _ 

q ;- :2 ~r.((J..('~ - mi-cvvL,'t,~- ., lou I --· 

~::Oc-1vto k ( - dt' 0--o CvJ€ ~ ~'ft. f.e .· p:ro . _d- ~ ·J-xe-'V' o \t,) 
1---~ . ·-· ~- -- -- - .. 

!-fQ~-h".\.o ..._d.- s+<.td'l (2_-aJ..J<~ tcO'\-OA . c <A~~ dud- fue-v,c-\, I 

~---- I 1----------~ 

_,_._____ -· I 

Signnluro :tamoo~dTitlo CO>n.:ttA..Cta.H.'I' 'to 03lu 

E.TI- H2c1 . rt/z..B/99 
~~~~~~--~--~--~~~--~~-=~~~~----~--------~-------L------------------------ ---~----~----~-----------~ crslons ovallabla. Submll only ParlOr V!!rslon. Auoncy lnlurnal U~o Copy 
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. fED STATES ENVIRONMENT A.L PROTE 

401 M Stroot,· S.W. 
WASHINGTON, D.C. 204GO 

f 01111 AppllNcU 
lH AGENCY . 

Paperwork 1\otlucllon 1\cl Uollce: lho public roporlln!) bunion lor 1i1ls collocllon ollnlormullonls osllmolud lo overaoo 0.25 hour~ por response lor rogl~lrollon odlvllku ond 015 hours per rc~ponw hH 
rcre<Ji~llollon oml special review adtvillos,lnciudln!J lime lor readlnu \he lnslructlons B"'' complelln!J lho necosSBI'f forms. Scm! conunenh ro!Janiin!J \he IJuruon eslimalo 01 ;111y olhcr ospec.l ollhis collcr.lion of 
1nlorma11on,lncludh11] MI!J!JCSllons lor rcducin!Jiho burden lo: Dhoctor, OPPE lnlonnaliun Manaoomonl Division (21J7), u.s. Envhonmcnlall'rolecllon Aoency, 401 M Sir eel, s.w .. Washin!JIOil, nc 704GO. Do no\ 
send iho lonn lo \his add1css. 

DATA MATRIX 

Dalo ~ EPA neg No./Filo Syml>ol ':'"") l'wJo I or I 

Product A )( e n Appllcani'!II1C1Jislronl's Nome & Addross E T I H 2. 0 
· T ..-e. l~, l?>o!< 

1-o.Y.~ 2. () s-..q 
ln!JrOdlcnl C3 "·"\I e. 'r" 
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Page is net included in this copy. 

Pages ._;{{(_?) through ·::i!..!!!/. are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process . 

. Description of quality control procedures. ---
Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

~A draft product label. 

The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA regi.stration data. 

The doc~ment is a duplicate of page(s) 

The document is not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared the response to your request. 
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C()NfiDENTIAl STATEMENT Of FOf.Ri\fslJtA. Ei~ ~ ·F:-~~ ~~' Sf-?"'~1~- ;7rg~;.~~ 
'\i.r...,~, t~>l}i ~t,l 

"· 

.. 
·L DATE SUBMilTEO BY (./) 

: · SUBMITTED APPLICANT BASIC SUPPLIER 
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~If'\\ fr'ifl\ !r"~ rl:Hfil "ii' (~ ~\, "t;;\' Do Not Vifrite G~o ~ ·~, u~~~ Q ~·'<P~ 
fom1u~a, or Parts o·~ Fort11u~~ 

Oli1 this Envelof*~ ir' 

NOTE 
It shall be unlawful--for any person to use for the person's 
own advantage or to reveal, other than to the 
Administrator, or officials or employees of the 
Environmental Protection. Agency or other Federal 
executive agencies, or to the courts, or to .physicians, 
pharmacists, and other qualified persons, needing such 
information for the performance of their duties, in 
accordance with such directions asthe Administrator may 
prescribe, any information acquired by authority of H1e 
"Federal Insecticide, Fungicide, and F1odenticide Act" 
which is confidential under this Act. 
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Page ___ ~s not included in this copy. 

)L}/. ·'Icy Pages;?~, through'~;:;y~ are not included .1n this copy . 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingreqients. 

Sales or other commercial/financial information. 

A draft product label. 

~The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page (s) . ----
The document is not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared the response to your request. 




